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1) REAL PARTY IN INTEREST 

The real party in interest is Roche Diagnostics Corporation, 9115 Hague Road, 
Indianapolis, IN 46250, Reel/Frame 009971/0915 and Reel/Frame 008739/0058. 
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2) REALTED APPEALS AND INTERFERENCES 

Neither the Appellant, the Appellant's representative, nor the Assignee is aware of any 
pending appeal or interference which would directly affect, be directly affected by, or have any 
bearing on the Board's decision in the present pending appeal. 
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3) STATUS OF THE CLAIMS 

Claims 1 through 17, 19, 21, 22, 27 through 30, 32 and 33 were cancelled without 
prejudice or disclaimer. 

Claims 18, 20, 23-26, 31, and 34-36 stand rejected. 
No claims are allowed 

The rejection of claims 18, 20, 23-26, 31, and 34-36 is being appealed. 
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4) STATUS OF AMENDMENTS 

On June 7, 2006, Appellant filed an Amendment requesting an amendment to claims 18 
and 20 to correct typographical errors. The proposed amendments were entered on July 7, 2006. 
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5) SUMMARY OF THE CLAIMED SUBJECT MATTER 

The invention includes a method of treating morning stiffness, loss of grip strength, 
painful joints, or swollen joints in a rheumatoid arthritis patient suffering from morning stiffness, 
loss of grip strength, painful joints, or swollen joints. (See, Specification , WO 96/14081, Page 3, 
lines 3-17, page 17, lines 14-16, and throughout the examples). The method of the claimed 
invention includes identifying a patient that suffers from morning stiffness, loss of grip strength, 
painful joints and swollen joints. (See, Specification , WO 96/14081, Page 6, lines 3-11, page 17, 
lines 14-16). An effective amount of erythropoietin is administered to the patient over a 
treatment period. (See, Specification , WO 96/14081, Abstract and Page 2, lines 6-11 and lines 
31-32, page 17, lines 1-25). The method further includes identifying that the patient has, after the 
treatment period in comparison to before the treatment period, a lower level of morning stiffness, 
loss of grip strength, painful joints, or swollen joints. (See, Specification , WO 96/14081, Page 4, 
line 25 to Page 5, line 12; Page 7, line 34 to Page 8, line 19, page 12, lines 1-11, page 13, lines 1- 
12). 

The invention also includes a method of ameliorating an erythrocyte sedimentation rate or 
C-reactive protein level in a rheumatoid arthritis patient in need of such amelioration. (See, 
Specification , WO 96/14081, Page 3, lines 3-17, page 7, lines 19-31, page 11, lines 1-12, and 
throughout the examples). The method includes identifying a patient that is in need of 
amerlioration (See, Specification , WO 96/14081, Page 6, lines 3-11) and administering to the 
patient an erythrocyte sedimentation rate or C-reactive protein level activity ameliorating 
effective amount of erythropoietin over a period of time. (See, Specification , WO 96/14081, 
Abstract and Page 2, lines 6-1 1 and lines 31-32). The method further includes identifying that the 
erythrocyte sedimentation rate or C-reactive protein level in the patient has been ameliorated. 
(See, Specification , WO 96/14081, Page 4, line 25 to Page 5, line 12; Page 7, line 34 to Page 8, 
line 19). 
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6) GROUNDS OF REJECTION TO BE REVIEWED 

A. Whether claims 1 8, 20, 23-26, 3 1 , and 34-36 are unpatentable under 35 U.S.C. § 1 12, 
first paragraph, as failing to comply with the written description requirement. 
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7) ARGUMENT 

(i) 35 U.S.C. § 112, first paragraph, written description, new matter 

Claims 18, 20, 23 through 26, and 31 through 36 stand rejected under 35 U.S.C. § 112, 
first paragraph, as allegedly failing to comply with the written description requirement. It was 
thought that the claims include new matter. The two independent claims, claims 18 and 20, are 
argued on this appeal The dependent claims will not be argued separately and are considered to 
be allowable upon allowance of the respective independent claim. 

To comply with the written description require of 35 U.S.C. § 112, first paragraph, each 
claim limitation must be expressly, implicitly, or inherently support in the originally filed 
disclosures. MPEP § 2163(II)(A)(3)(b). Further, the subject matter of the claim need not be 
described literally, in haec verba, in order for the disclosure to comply with the written 
description requirement. MPEP § 2163.02. 

a. Claims 18, 23, 24, 34 and 36 
The Examiner contends that the "specification and claims as originally filed do not 
provide support for the invention as now claimed, specifically: 

A) a method of treating consisting of identifying a patient (now an RA patient), 
administering EPO to said patient, and identifying that said patient that suffers from 
morning stiffness, loss of grip strength, painful joints, or swollen joints has a lower 
level of morning stiffness, loss of grip strength, painful joints, or swollen joints after 
treatment." 

( Office Action , mailed December 16, 2005, page 2). 

The basis for this statement is that the specification allegedly lacks in haec verba support 
for claim 18. Specifically, it was thought that the specification only discloses that the elements 
of claim 18 in the examples in the context of treating chronic anemia associated with rheumatoid 
arthritis ("ACD") patients, with a specific dosage of erythropoietin ("EPO"), for a specific 
timeframe. (Id.) While, it was thought that ACD rheumatoid arthritis patients are a distinct from 
rheumatoid arthritis ("RA") patients as a whole, no support has been cited for this contention. 
(Id.) Moreover, the Examiner admits that one of ordinary skill in the art would recognize an 
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ACD patient to be a specific subset of RA patients. (Id.). These statements are inconsistent and 
cannot sustain the present rejection. 

Furthermore, the Examiner's asserted basis for the rejection (that the specification does 
state claim 18 verbatim) has been repeatedly rejected by the Court of Appeals for the Federal 
Circuit ("Federal Circuit"). The Federal Circuit has long cautioned that the written description 
requirement "is not subsumed by the 'possession' inquiry." Enzo Biochem, Inc. v. Gen-Probe 
Inc., 63 USPQ2d 1609, 1617 (Fed. Cir. 2002). Identity of description is not necessary. See, e.g., 
Crown Operations Int'l, Ltd. v. Solutia Inc., 62 USPQ2d 1917, 1922 (Fed. Cir. 2002) ("[T]he 
disclosure as originally filed does not have to provide in haec verba support for the claimed 
subject matter at issue."). Identity of that which is described, however, is necessary: "What is 
claimed by the patent application must be the same as what is disclosed in the specification ..." 
Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 122 S. Ct. 1831, 1840, 62 
USPQ2d 1705 (2002); accord Lockwood v. American Airlines, Inc., 107 F.3d 1565, 1572, 41 
USPQ2d 1961, 1966 (Fed. Cir. 1997). Here, the originally filed specification provides a written 
description of methods of treating all RA patients. 

It was thought that because the examples included ten (10) ACD RA patients, Appellant's 
method should be limited to ACD RA patients. (Office Action , mailed December 16, 2005, page 
2). The specification clearly discusses methods including a broader range of subjects. For 
example, the as-filed claims are not restricted to ACD RA patients. Specifically, originally filed 
claim 5 recites "[u]se of erythropoietin or a substance having erythropoietin-like activity in the 
preparation of a pharmaceutical for the treatment of symptoms associated with rheumatoid 
arthritis." (WO 96/14801, page 17). 

Indeed, insufficient evidence has been presented by the Examiner that one skilled in the 
art would read the as-filed specification as being limited to ACD RA patients. The examiner has 
the initial burden of presenting by a preponderance of evidence why a person skilled in the art 
would not recognize in an applicant's disclosure a description of the invention defined by the 
claims. In re Wertheim, 541 F.2d 257, 263, 191 USPQ 90, 97 (CCPA 1976). This burden has not 
been satisfied. One of ordinary skill in the art would recognize that the method of claim 18 has 
general applicability to RA patients. In fact, the Abstract clearly states "A particular benefit is 
seen in patients suffering from rheumatoid arthritis" and beginning on page 5, line 32 of 



WO96/14081, that the methods of the present invention are "focused on the effects of r-hu-EPO 
on RA disease activity parameters." 

Additionally, the as-filed specification recites: 

The invention thus provides the use of erythropoietin or a substance having 
erythropoietin-like activity in the preparation of a pharmaceutical for the treatment 
of chronic inflammations, especially those related to (auto-)immune diseases, in 
particular RA. In RA we found an overall improvement in the clinical 
parameters for scoring disease activity. Most impressive are the results on 
clinical variables such as painscore and morning stiffness as disclosed below. A 
significant decrease in the number of tender joints was already observed after two 
weeks of treatment. The changes in other clinical parameters did not reach 
statistical significance due to the wide range of values and the small number of 
patients in the study. However, when the parameters were expressed as a 
percentage of their baseline value, significant improvements were observed. 

(WO 96/14801, page 3, lines 3-17)(emphasis added). The specification does not limit the scope 

of the invention to ACD RA patients. 

It was further thought that the claims should be restricted to human recombinant EPO. 

( Office Action, mailed December 16, 2005, page 3). Again, the specification is not so limited. 

Originally submitted dependent claim 8 recites "Use according to anyone of the aforegoing 

claim[s] wherein the erythropoietin is human erythropoietin," while originally submitted claim 9 

recites "Use according to anyone of the aforegoing claim[s] wherein the erythropoietin or 

substance having such activity is one of recombinant origin." (WO 96/14801, page 17, lines 21- 

25). Under the doctrine of claim differentiation, the as-filed specification clearly disclosed EPO 

other than human recombinant EPO. Further, the specification states: 

According to the invention any erythropoietin which has the ameliorating effect 
on chronic inflammations can be used. Preferably this erythropoietin is not 
immunogenic so that is can be administered repeatedly. This will usually lead to 
the use of human erythropoietin of any origin, although recombinant 
erythropoietin seems the product of choice because of its purity and constant 
quality. On the other hand it may very well be possible to use non-human 
truncated forms of mammalian erythropoietin as long as they have the activity 
and are not immunogenic upon normal administration to patients. 

(Id, page 3, lines 21-30, see also, Abstract)(emphasis added). In other words, the Specification 
also does not restrict the type of EPO used. 
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It was thought that the Specification lacked disclosure of "A method of treating morning 
stiffness, loss of grip strength, painful joints or swollen joints." (Office Action, mailed March 
17, 2005, page 3). It was further thought that because the examples did not select patients 
"suffering from morning stiffness, loss of grip strength, painful joints, or swollen joints," that 
Appellant was precluded from claiming this element. (Office Action , mailed December 16, 
2005, page 3). Such is not the case. 

The originally-submitted claims included "use" claims. Appellant submitted the 
Declaration of Alan J. Howarth during prosecution as support that the "use" or "Swiss-type" 
claims, as originally filed, provide written support for a method of treating morning stiffness, loss 
of grip strength, painful joints, or swollen joints in a patient suffering from morning stiffness, 
loss of grip strength, painful joints, or swollen joints. Declaration of Alan J. Howarth, filed 
September 7, 2005. ("Howarth Declaration"). 

Methods of treatment are not literally patentable subject matter in Europe because of the 
European Patent Convention (EPC). Article 52 of the EPC defines patentable inventions as those 
that are susceptible of industrial application, which are new and which involve an inventive step. 
(Id., at 110). A claim type that has developed to provide protection for methods of treatment 
without being in haec verba a method of treatment is the "Swiss-type" or "use" type claim 
language. Use claims developed because Article 52(4) EPC does not apply to products for use in 
any prohibited treatment methods. The claims have developed as a use of a substance or 
composition for the manufacture of a medicament for a specified new and inventive therapeutic 
application, or, as a claim to a known compound in an appropriate composition suitable for 
administration to a patient. Further, Articles 52(4) and 54 of the EPC specifically allow for the 
protection of product use with ultimate therapeutic methods of treatment, while at the same time 
adhering to the purpose of Article 52(4) EPC (i.e., protecting physicians from the burdens of 
patent infringement in non-commercial and non-industrial activities). (Id., 1 13). 

In order to conform to proper U.S. practice, 'use' type claims or Swiss-type claims are 
amended because, strictly, 'use' claims may not be patentable in the US. However, converting 
the 'use' type claims into methods of treatment is what one of ordinary skill in the art would 
understand from the written description of the '704 application. (Id., 115). Thus, originally filed 
claims 5 and 6 which recite, in part, "Use of erythropoietin or a substance having erythropoietin- 
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like activity" and "wherein the symptoms treated comprise at least one of the group of morning 
stiffness, painful and swollen joints, loss of grip strength and pain," provide support for "[a] 
method of treating morning stiffness, loss of grip strength, painful joints or swollen joints," 
provide support for a "method of treating morning stiffness, loss of grip strength, painful joints 
or swollen joints." (WO 96/14801, page 17). 

Evidence and actual examples of methods of treatment are shown starting on page 6 of 
the as-filed specification. The various acts of the method claims are supported by this section. In 
addition to providing exemplary dosage and administration protocols, the specification notes that 
"clinical and laboratory evaluation was performed at entry and weekly by the same physician, till 
the end of the study, then at 9 and 12 weeks after onset of the study." (WO 96/14801, page 6, 
lines 20-36, page 7, line 32 - page 8, line 19). Thus, one of ordinary skill in the art would readily 
understand that measurements were taken to identify patients suffering from the various 
symptoms and that measurements were taken during and after the study to determine that the 
symptoms had been reduced by the treatment. 

The as-filed specification also provides support for the claim element "identifying that a 
patient suffers from morning stiffness, loss of grip strength, painful joints, or swollen joints." 
There are numerous examples in the as-filed specification discussing measuring each of these 
elements in RA patients. For example, the specification states, "EPO is used ... for the 
treatment of chronic inflammations" and "[a] particularly useful benefit is seen in patients 
suffering from rheumatoid arthritis (RA). Significant effects are seen in clinical variables such as 
morning stiffness, swollen joints, and the like" (WO 96/14801, abstract)(emphasis added). 

The specification further provides: 

The invention thus provides the use of erythropoietin or a substance having 
erythropoietin-like activity in the preparation of a pharmaceutical for the treatment 
of chronic inflammations, especially those related to (auto-)immune diseases, in 
particular RA. In RA we found an overall improvement in the clinical parameters 
for scoring disease activity. Most impressive are the results on clinical variables 
such as painscore and morning stiffness as disclosed below. A significant 
decrease in the number of tender joints was already observed after two weeks of 
treatment. The changes in other clinical parameters did not reach statistical 
significance due to the wide range of values and the small number of patients in 
the study. However, when the parameters were expressed as a percentage of their 
baseline value, significant improvements were observed. 
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(WO 96/14801, page 3, lines 3-17)(emphasis added). Further, Table m on page 11, Table IV on 
page 12 and Table V on page 13 each demonstrate the effectiveness of such methods. 

Originally submitted claim 6 recites "wherein the symptoms treated comprise at least one 
of the group of morning stiffness, painful and swollen joints, loss of grip strength and pain." 
(WO 96/14801, page 17). Painscore and morning stiffness measurements in RA patients are 
reflected in Table IV (WO 96/14801, page 12), while number of swollen joints and grip strength 
in RA patients are discussed on page 13 of the originally filed specification. It is stated that a 
"significant decrease in the number of tender joints was already observed after two weeks of 
treatment." (WO 96/14801, page 3, lines 1 1-12). Further, page 6, lines 16-19 of the specification 
even provides an exemplary treatment protocol The as-filed specification clearly provides 
methods of treating patients with symptoms of at least one of the group of morning stiffness, 
painful and swollen joints, loss of grip strength and pain. 

Additionally, the as-filed specification included claim 5 directed to use of erythropoietin 
to treat symptoms of "of at least one of the group of morning stiffness, painful and swollen joints, 
loss of grip strength and pain." Clearly, one skilled in the art would recognize that to treat 
symptoms of "at least one of the group of morning stiffness, painful and swollen joints, loss of 
grip strength and pain," patients having at least one of those conditions would first be identified. 
{See also, Howarth Declaration, fflf's 16-18). The Examiner has failed to meet his initial burden 
of presenting by a preponderance of evidence why a person skilled in the art would not recognize 
in an applicant's disclosure a description of "identifying that a patient suffers from morning 
stiffness, loss of grip strength, painful joints, or swollen joints." Wertheim, 541 F.2d at 263, 191 
USPQ at 97. 

It was further thought that the specification lacked disclosure of "identifying or measuring 
painful joints." (Office Action , mailed December 16, 2005, at page 3). Appellant respectfully 
notes that originally filed claims are considered part of the specification. As stated, originally 
submitted claim 6 recites "wherein the symptoms treated comprise at least one of the group of 
morning stiffness, painful and swollen joints, loss of grip strength and pain." (WO 96/14801, 
page 17). Thus, a method where a pharmaceutical preparation is used for the treatment of the 
symptom of "painful joints" is clearly supported by the specification. 
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In view of the foregoing, Appellant respectfully submits that each and every element of 
claim 18 is supported in the specification and originally filed claims. Consequently, Appellant 
respectfully request that the rejection of claim 18 (and dependent claims 23, 24, 34 and 36 
therefrom) under 35 U.S.C, first paragraph, as constituting new matter be withdrawn and the 
claims allowed. 

b. Claims 20, 25, 26. 31 and 35 

The Examiner contends that the "specification and claims as originally filed do not 

provide support for the invention as now claimed, specifically: 

* * * 

B) a method of ameliorating an erythrocyte sedimentation rate or C-reactive protein level 
consisting of identifying a patient (now an RA patient), administering Epo to said 
patient, and identifying that said patient has an ameliorated erythrocyte sedimentation 
rate or C-reactive protein level." 
( Office Action , mailed December 16, 2005, page 2). 

The basis for this statement is that the specification allegedly lacks in haec verba support 
for claim 20. Specifically, it was thought that the specification only discloses the elements of 
claim 20 in the context of treating a limited ACD subset of RA patients with recombinant human 
EPO. (Id., page 3) While, it was thought that ACD rheumatoid arthritis patients are a distinct 
from rheumatoid arthritis ("RA") patients as a whole, no support has been cited for this 
contention. (Id., page 2) Moreover, the Examiner admits that one of ordinary skill in the art 
would recognize an ACD patient to be a specific subset of RA patients. (Id.). These statements 
are inconsistent and cannot sustain the present rejection. 

Furthermore, as stated herein, the Examiner's asserted basis for the rejection (that the 
specification does state claim 20 verbatim) has been repeatedly rejected by the Court of Appeals 
for the Federal Circuit ("Federal Circuit"). The Federal Circuit has long cautioned that the 
written description requirement "is not subsumed by the 'possession' inquiry." Enzo Biochem, 63 
USPQ2d at 1617. Identity of description is not necessary. See, e.g., Crown Operations Int'l, 62 
USPQ2d at 1922("[T]he disclosure as originally filed does not have to provide in haec verba 
support for the claimed subject matter at issue"). Identity of that which is described, however, is 
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necessary: "What is claimed by the patent application must be the same as what is disclosed in 
the specification ..." Festo Corp., 535 U.S. at 736' accord Lockwood, 41 USPQ2d atl966 (Fed. 
Cir. 1997). Here, the originally filed specification provides a written description of methods of 
treating all RA patients. 

It was thought that because Appellant's experiments were performed on ten (10) ACD 
RA patients, Appellant's method should be limited to ACD RA patients. (Office Action, mailed 
December 16, 2005, page 2). As stated herein, the specification clearly discusses methods 
including a broader range of subjects. For example, the as-filed claims are not restricted to ACD 
RA patients. Specifically, originally filed claim 5 recites "[u]se of erythropoietin or a substance 
having erythropoietin-like activity in the preparation of a pharmaceutical for the treatment of 
symptoms associated with rheumatoid arthritis." (WO 96/14801, page 17). 

Indeed, insufficient evidence has been presented by the Examiner that one skilled in the 
art would read the as-filed specification as being limited to ACD RA patients. The examiner has 
the initial burden of presenting by a preponderance of evidence why a person skilled in the art 
would not recognize in an applicant's disclosure a description of the invention defined by the 
claims. In re Wertheim, 191 USPQ at 97. This burden has not been satisfied. One of ordinary 
skill in the art would recognize that the method of claim 18 has general applicability to RA 
patients. In fact, the Abstract clearly states "[a] particular benefit is seen in patients suffering 
from rheumatoid arthritis" and beginning on page 5, line 32 of WO96/14081, that the methods of 
the present invention are "focused on the effects of r-hu-EPO on RA disease activity 
parameters." 

Additionally, the as-filed specification recites: 

The invention thus provides the use of erythropoietin or a substance having 
erythropoietin-like activity in the preparation of a pharmaceutical for the treatment 
of chronic inflammations, especially those related to (auto-)immune diseases, in 
particular RA. In RA we found an overall improvement in the clinical 
parameters for scoring disease activity. Most impressive are the results on 
clinical variables such as painscore and morning stiffness as disclosed below. A 
significant decrease in the number of tender joints was already observed after two 
weeks of treatment. The changes in other clinical parameters did not reach 
statistical significance due to the wide range of values and the small number of 
patients in the study. However, when the parameters were expressed as a 
percentage of their baseline value, significant improvements were observed. 
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(WO 96/14801, page 3, lines 3-17)(emphasis added). Appellant has not limited the scope of the 

invention to ACD RA patients. 

It was further thought that the claims should be restricted to human recombinant EPO. 

( Office Action, mailed December 16, 2005, page 3). Again, the specification is not so limited. 

Originally submitted claim 8 recites "Use according to anyone of the aforegoing claim wherein 

the erythropoietin is human erythropoietin," while originally submitted claim 9 recites "Use 

according to anyone of the aforegoing claim wherein the erythropoietin or substance having such 

activity is one of recombinant origin." (WO 96/14801, page 17, lines 21-25). Under the doctrine 

of claim differentiation, the as-filed specification clearly disclosed EPO other than human 

recombinant EPO. Further, the specification states: 

According to the invention any erythropoietin which has the ameliorating effect 
on chronic inflammations can be used. Preferably this erythropoietin is not 
immunogenic so that is can be administered repeatedly. This will usually lead to 
the use of human erythropoietin of any origin, although recombinant 
erythropoietin seems the product of choice because of its purity and constant 
quality. On the other hand it may very well be possible to use non-human 
truncated forms of mammalian erythropoietin as long as they have the activity 
and are not immunogenic upon normal administration to patients. 

{Id., page 3, lines 21-30, see also, Abstract)(emphasis added). In other words, the specification 
also does not restrict the type of EPO used. 

It was thought that the specification lacked disclosure of "[a] method of ameliorating an 
erythrocyte sedimentation rate or C-reactive protein level in a rheumatoid arthritis patient n need 
of such amelioration." ( Office Action, mailed March 17, 2005, page 3). However, as stated, the 
originally-submitted claims included "use" claims. As supported by the Howarth Declaration 
and as described herein, the "use" or Swiss-type claims, as originally filed provide written 
support for a method of ameliorating an erythrocyte sedimentation rate or C-reactive protein level 
in a rheumatoid arthritis patient n need of such amelioration. 

As previously stated, methods of treatment are not literally patentable subject matter in 
Europe because of the European Patent Convention (EPC). Article 52 of the EPC defines 
patentable inventions as those that are susceptible of industrial application, which are new and 
which involve an inventive step. (Id., TJ 10). A claim type that has developed to provide 
protection for methods of treatment without being in haec verba a method of treatment is the 
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Swiss-type or 'use' type claim language. Use claims developed because Article 52(4) EPC does 
not apply to products for use in any prohibited treatment methods. The claims have developed as 
a use of a substance or composition for the manufacture of a medicament for a specified new and 
inventive therapeutic application, or, as a claim to a known compound in an appropriate 
composition suitable for administration to a patient. Further, Articles 52(4) and 54 of the EPC 
specifically allow for the protection of product use with ultimate therapeutic methods of 
treatment, while at the same time adhering to the purpose of Article 52(4) EPC (i.e., protecting 
physicians from the burdens of patent infringement in non-commercial and non-industrial 
activities). (Id., If 13). 

In order to conform to proper U.S. practice, 'use' type claims or Swiss-type claims are 
amended because, strictly, 'use 5 claims may not be patentable in the US. However, converting 
the 'use' type claims into methods of treatment is what one of ordinary skill in the art would 
understand from the written description of the '704 application. (Id., ^\5). Thus, the originally 
filed claims in view of the disclosure in the specification of measuring the effect of EPO on 
erythrocyte sedimentation rate and C-reactive protein provide support for "[a] method of 
ameliorating an erythrocyte sedimentation rate or C-reactive protein level in a rheumatoid 
arthritis patient n need of such amelioration." (WO 96/14801, page 7, lines 19-31 and page 17). 

Evidence and actual examples of methods of treatment are shown starting on page 6 of 
the as-filed specification. The various acts of the method claims are supported by this section. In 
addition to providing exemplary dosage and administration protocols, the specification notes that 
"clinical and laboratory evaluation was performed at entry and weekly by the same physician, till 
the end of the study, then at 9 and 12 weeks after onset of the study." Erythrocyte sedimentation 
rate (ESR) and C-reactive protein levels were measured. (Id,) Further, Table HI on page 11, 
demonstrate the effectiveness of the various disclosed methods. Accordingly, the examples 
provide the written description support of a method of ameliorating an erythrocyte sedimentation 
rate or C-reactive protein level consisting of identifying a patient, administering Epo to the 
patient, and identifying that the patient has an ameliorated erythrocyte sedimentation rate or C- 
reactive protein level. Therefore, methods of treatment are literally supported by the 
specification and one of ordinary skill in the art would recognize that such methods are disclosed 
for the treatment of all patients with rheumatoid arthritis. 

17 



In view of the foregoing, Appellant respectfully submits that each and every element of 
claim 20 is supported in the specification and originally filed claims. Consequently, Appellant 
respectfully request that the rejection of claim 20 (and dependent claims 25, 26, 31 and 35 
therefrom) under 35 U.S.C., first paragraph, as constituting new matter be withdrawn and the 
claims allowed. 
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CLAIMS APPENDIX 

A copy of claims 18, 20, 23-26, 31, and 34-36 is appended hereto as Appendix B. 
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9) EVIDENCE APPENDIX 

The Declaration of Alan J. Howarth, Ph.D., with attachments, as filed September 7, 2005, 
is appended hereto as Appendix A. The Examiner entered the Declaration on September 7, 2005 
as acknowledged the Declaration in the Office Action mailed December 16, 2005 at page 2. 
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10) RELATED APPEALS APPENDIX 
There is no related appeals appendix. 
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CONCLUSION 

Appellant respectfully submits that claims 18, 20, 23-26, 31, and 34-36 are allowable. 
Appellant respectfully requests that the rejection of claims 18, 20, 23-26, 31, and 34-36 under 35 
U.S.C. § 112, first paragraph, be reversed. 



Respectfully submitted, 

Krisfa Wetter Powell 
Registration No. 47,867 
Attorney for Appellant 
TraskBritt PC 
P.O. Box 2550 

Salt Lake City, Utah 841 10-2550 
Telephone: 801-532-1922 



Date: August 7, 2006 
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APPENDIX A 
Evidence 



PATENT 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re Application of: 

Anthonius J. Swaak 
Serial No.: 08/817,704 
Filed: August 25, 1997 



For: USE OF ERYTHROPOIETIN IN THE 
TREATMENT OF RHEUMATOID 
ARTHRITIS 

Examiner: G. Ewoldt, Ph.D. 

Group Art Unit: 1644 

Attorney Docket No.: 2183-7195US 



NOTICE OF EXPRESS MAILING 
Express Mail Mailing Lahel Number frl^ &V 3 O #/ £ 

"""" 

Date of Deposit with USPS: ^pAo 7, QOOS> 

Person maki ng Deposit: ^>\<z O e Z> ^3 



Dear Sin 

Assistant Commissioner of Patents 
Arlington, VA 223 13 

DECLARATION OF ALAN J. HOWARTH, Ph.D. 

1. I hereby declare that all statements made herein of my knowledge are true and that all 
statements made on information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, under 17 U.S.C. §1001 
and that such willful false statements may jeopardize the validity of the captioned 
application or any patent issued thereon. 

2. My name is Alan J. Howarth. I am a named partner in the law firm of Clayton, 
Howarth & Cannon, P.C The firm is based in Cottonwood Heights, Utah, a suburb 
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of Salt Lake City. My practice mainly focuses on U.S. and foreign intellectual 
property and technology law, with emphasis on obtaining, enforcing, and defending 
patents, trademarks, copyrights, and trade secrets. 
3. I hold a Bachelor of Science in Biological Sciences, a Master of Science in Plant 
Pathology, and Doctor of Philosophy in Plant Virology. My technical degrees are 
from the University of California-Davis. I later received a J.D. from Brigham Young 
University. I have 14 years of experience in biotechnology research and teaching, 
having held appointments at the University of California-Davis, the University of 
Illinois, and the University of Arizona. I have published scientific papers in the fields 
of virology, molecular genetics, enzymology, microbiology, and molecular evolution. 
Prior to co-founding my current firm, I was a patent attorney and partner in a Salt 
Lake area intellectual property firm. My practice focuses on U.S. and international 
patenting of inventions in the areas of biotechnology, pharmaceuticals, chemistry, and 
biomedical products. 

4. I have practiced patent law for approximately twelve years, specifically including 
preparing and prosecuting patent applications in the pharmaceutical and 
biotechnology arts. 

5. I am very familiar with the filing of applications from foreign jurisdictions that 
contain *use' type claims, "Swiss-type" claims, and converting those claims to 
acceptable U.S. practice claims. 

6. I was approached to provide an unbiased opinion as to whether USSN 08/817,704 
(hereinafter referred to as the *704 application) provided written description 
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supporting the currently pending claims. In that regard, I have reviewed and am 
familiar with the contents of the *704 application, filed August 25, 1997 and titled 
Use of Erythropoietin in the Treatment of Rheumatoid Arthritis. Further, I have 
reviewed the originally filed Paris Cooperation Treaty application, PCT/NL95/00370 
(hereinafter referred to as the '370 PCT application), and am familiar with its 
contents. 

Further, I have reviewed and am familiar with the contents of Martin, Todd, 

PATRNTARTT.TTY OF METHODS of A/trdtpat. trfatmptmt- a 

rm/fPAttATTVF smrov, 82 J. Pat. & Trademark Off. Soc*y 381, 390 (June 
2000)(su/?ra)(hereinafter referred to as the Martin publication) and Petrova, Albena, 
Fmm thft Am^n to the Alps , 15 Pace Int'l L. Rev 247, 250 (2003) citing Loi 
fedSrale du 25 juin 1954 sur les brevets d'invention, Legge federale del 25 giugno 
1954 sui brevetti d'invenzione, Bundesgesetz vom 25. Juni 1954 flber die 
erfindungspatente [Switzerland Federal Law on Patents for Inventions], RO 1955 893, 
RU 1955 899, AS 1955 871, art. 7(c) (1954) (amended l99S)(supra) (hereinafter 
referred to as the Petrova publication). 

In my opinion, the disclosure of the '704 application, including the *use" or Swiss- 
type claims, as originally filed provides written support for a method of treating 
morning stiffness, loss of grip strength, painful joints, or swollen joints in a patient 
suffering from morning stiffness, loss of grip strength, painful joints, or swollen 
joints, and, a method of ameliorating an erythrocyte sedimentation rate or C-reactive 
protein level in a patient in need of such amelioration. In my opinion, the originally 
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submitted 'use 1 claims provide written description adequate to support these methods 
of treatment. 

I base my opinion on my knowledge, experience, common practice in patent law, and 
on the two journal articles included with this Declaration. 

I am aware that methods of treatment are not literally patentable subject matter in 
Europe because of the European Patent Convention (EPC). Article 52 of the EPC 
defines patentable inventions as those that are susceptible of industrial application, 
which are new and which involve an inventive step. 

I am aware that the Examiner in the '704 application has rejected claims 18, 20, 23- 
26, and 31-36 under 35 USC §112, 1 st TJ, as not having written support for methods of 
treatment. The Examiner basis his rejection on the argument that there is not in haec 
verba support for claim 18 and claim 20, the two independent claims, in the 
specification as originally filed. 

The Martin publication teaches and discloses that the European Patent Convention 
(EPC) defines patentable inventions as those that are susceptible of industrial 
application, which are new and which involve an inventive step and that the 1973 
Munich Convention specifically provided that the treatment of humans could 
represent independent inventions under Article 52. However, Article 52(4) EPC 
perpetuates a fiction that methods of medical treatment are incapable of industrial 
application and explicitly excludes such methods by creating the fiction that methods 
of treatment are not susceptible of industrial application. 
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13. A claim type that has developed to provide protection for methods of treatment 
without being in haec verba a method of treatment is the Swiss-type or 'use* type 
claim language. Use claims developed because Article 52(4) EPC does not apply to 
products for use in any prohibited treatment methods. The claims have developed as 
a use of a substance or composition for the manufacture of a medicament for a 
specified new and inventive therapeutic application, or, as a claim to a known 
compound in an appropriate composition suitable for administration to a patient. 
Further, Articles 52(4) and 54 of the EPC specifically allow for the protection of 
product use with ultimate therapeutic methods of treatment, while at the same time 
adhering to the purpose of Article 52(4) EPC (i.e., protecting physicians from the 
burdens of patent infringement in non-commercial and non-industrial activities). 

14. My opinion is further supported by the Petrova article which provides that format 
particularly was established to claim methods of treatment. Reference to Swiss law 
defines Swiss-type claims as compounds subject of a prior right, which do not meet 
the prior art conditions with respect to their use for the implementation of a method of 
therapeutic treatment or diagnosis. 

15. It is noted that in order to conform to proper U.S. practice, 'use' type claims or Swiss- 
type claims are amended because, strictly, 'use' claims may not be patentable in the 
US. However, converting the 'use' type claims into methods of treatment is what one 
of ordinary skill in the art would understand from the written description of the *704 
application. 
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16. The underlying *370 PCT application specifically supports "treatment of chronic 
inflammations" as this phrase is found in the originally submitted claim 1. Further, 
originally submitted claim 6 of the '370 PCT application specifically supports 
"wherein the symptoms treated comprise at least one of the group of morning 
stiffness, painful and swollen joints, loss of grip strength and pain." Additionally, the 
originally filed specification clearly discloses that "EPO is used... for the treatment of 
chronic inflammations" and "[significant effects are seen in clinical variables such as 
morning stiffness, swollen joints, and the like" in the originally filed abstract of the 
'370 PCT application. 

17. Page 3, lines 11-12, of the originally submitted specification specifically supports a 
"significant decrease in the number of tender joints was already observed after two 
weeks of treatment." The treatment protocol is specifically provided for on page 6, 
lines 16-19, of the originally submitted *370 PCT specification. Accordingly, in my 
opinion, the new matter rejections should be removed. 

18. The examples of the *370 PCT application disclose various methods of treatment 
including identifying that a patient that suffers from morning stiffness, loss of grip 
strength, painful joints, or swollen joints has a lower level of morning stiffness, loss 
of grip strength, painful joints, or swollen joints after treatment. Specifically, the 
methods disclose page 6 of the as-filed specification, methods of 'Treatment" are 
clearly described. The various acts of the method claims are supported by this 
section. In addition to providing exemplary dosage and administration protocols, the 
specification notes that "clinical and laboratory evaluation was performed at entry and 
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weekly by the same physician, till the end of the study, then at 9 and 12 weeks after 
onset of the study." Erythrocyte sedimentation rate (ESR) was measured by the 
Westergren method. Assessments of the Ritchie index, grip strength, number of 
swollen joints, morning stiffness and a subjective pain score (visual analogue scale 0- 
10 points) were obtained as disclosed on the last paragraph on page 6 of the originally 
specification. Further, Table HI on page 11, Table IV on page 12 and Table V on 
page 13 each demonstrate the effectiveness of the various disclosed methods. 
Accordingly, the examples also provide the written description support of a method of 
ameliorating an erythrocyte sedimentation rate or C-reactive protein level consisting 
of identifying a patient, administering Epo to the patient, and identifying that the 
patient has an ameliorated erythrocyte Sedimentation rate or C-reactive protein level. 
Therefore, methods of treatment are literally supported by the specification and one of 
ordinary skill in the art would recognize that such methods are disclosed for the 
treatment of all patients with rheumatoid arthritis. 
1 9. In view of the above, it is my opinion that there is adequate support for claims 1 8, 20, 
23-26, and 31-36 in the specification as filed, and thus, the new matter rejections 
should be removed. 
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*248 I. Introduction 

In the aftermath of the 2002 Johannesburg World Summit on Sustainable Development, [FNl] 
countries around the world struggle to harmonize their national legislation [FN2] with Agenda *249 
21 ("the Agenda"), [FN3] the Convention on Biological Diversity ("CBD"), fFN4] and the Agreement 
on Trade-Related Aspects of Intellectual Property Rights ("TRIPS"). [FN5] Brazil is one such example 
where 20,000 medicinal plant samples disappear from the Brazilian rainforest every year due to the 
absence of permanent national legislation regulating access to medicinal herbs. [FN6] Bfoprospecting 
[FN7] flourishes and professional scientists prefer not to conduct trials in Brazil, which delays the 
development of new drugs of global significance. tENJQ Thus, It is not a surprise that while Brazil 
owns about half of the world medicinal plant resources, *250 the country benefits the least from the 
commercial transformation of plants into pharmaceuticals. [FN9] 

At the same time, Switzerland has twenty times fewer medicinal plants than Brazil, but benefits the 
most out of any country from the commercialization of plants. [F_NL0J Switzerland implemented 
guidelines for access to medicinal plant resources, [FNll] ecotourism, [FN12] and regulation of its 
endangered flora. [FN 13] Switzerland also adopted the "Swiss claim" [FN 14] In its patent *25I law, 
which is a claim for new therapeutic uses of known molecules, and continues to rely on 
ethnobiological knowledge. [EN151 

This comment compares the existing national laws for medicinal plant protection in Brazil and 
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Switzerland. It recommends that Brazil adopt the "Swiss claim" model for patent protection and make 
provlsionary laws on access to genetic resources less stringent. fFNl6] This comment further 
recommends that Brazil incorporate sustainable ecotourism guidelines into its draft law on access to 
genetic resources and Introduce the red and blue book listing of endangered herbs. [FNIZ] 
Part I presents the International legal framework for the protection of biodiversity and enforcement of 
Intellectual property rights. [FN 3,81 Part I also discusses the implementation of the relevant 
International treaties in Brazil and Switzerland. fFN19] Part II analyzes, first, why Brazil has much to 
learn from Switzerland and, second, what the basis for comparison Is between the two countries. 
IEN20J Then, Part III recommends that Brazil adopt the type of intellectual property and 
environmental legal *252 protection already In place In Switzerland. {EN2JJ Finally, the comment 
concludes In favor of the Swiss model for the protection of medicinal plant resources In Brazil. 

II. Background 

This background section outlines the International framework for environmental protection of 
pharmaceutical biodiversity and its implementation in Brazil and Switzerland respectively. The section 
also describes TRIPS and Its national implementation in each of the two countries. 

A. Environmental Protection of Pharmaceutical Biodiversity 

1. International Framework: Agenda 21 and CBD 

Agenda 21 and the CBD contain provisions to assist countries In the Implementation of national 
legislation against bloplracy. [FN23] The Agenda encourages commercial use of natural resources and 
the protection of ethnobiologlcal traditional knowledge l"FN24] through intellectual property. FFN25] it 
propagates a conservation of biological diversity and a sustainable use of biological resources. fFN26] 
The Agenda views biological resources as *253 an Important asset to yield sustainable benefits and 
emphasizes states' sovereign rights over their own natural resources. fFN27] Moreover, the Agenda 
recognizes that cooperation between scientists and industries could result In a transfer of technology 
to Improve human health. [FN28] 

The CBD calls for conservation and sustainable development of biodiversity, fair benefit-sharing, and 
absolute control of developing countries over their natural resources. [FN29] The *254 CBD also 
recognizes the Interest of developing countries In protecting their natural resources, the preservation 
of indigenous cultures, [FN30] and the transfer of technology. rFN3i] The CBD addresses the 
Importance of intellectual property rights to protect biodiversity in that proper intellectual property 
protection facilitates the transfer of technology and sharing of ethnobiologlcal traditions. IEN32J in 
sum, the Agenda and CBD propagate access to genetic material against fair compensation and 
respect for ethnobiologlcal knowledge. 

2. National Implementation In Brazil 

Although Brazil was the first country in the world to sign the CBD, fFN33] it has failed to update its 
law regulating access to biological diversity In compliance with the CBD and the Agenda. fFN34] The 
country has adopted various decrees, but lacks a permanent law regulating access to pharmaceutical 
biodiversity. In 1969, Brazil adopted a temporary decree that addressed access to biodiversity. 
[FN35] It established the Science Council, which Is responsible for authorizing and supervising foreign 
scientific expeditions to explore the Amazon. [F N36 3 The Ministry of Science and Technology Inspects 
and retains all materials collected by foreigners. [FN37] in 1990, Brazil Implemented a decree *255 
that required an advance authorization to export biological material outside the territory of Brazil 
[FN38] 

In 1995, Brazil drafted a law that the Brazilian Senate has yet to ratify. fFN39] The Draft Law 
requires prior consent from the indigenous people over access to their territories and fair 
compensation for the utilization of genetic resources. fFN40] According to the Draft Law, Brazil has 
national sovereignty over its genetic resources [EN4JJ and the federal government has the sole 
authority to grant access to the country's medicinal plants. fFN42] The procedure to obtain 
permission Is long and complex and requires detailed documentation. fFN43] The permission limits 
research *256 activities to the geographic area and natural resources defined In the contract. fFN44] 
The petitioner, the government agency, the providers of traditional knowledge, and the other parties 
to the additional contracts negotiate mutually agreeable terms for the sharing of benefits. fFN45] a 
special fund from the collected money goes to the conservation, research, and Inventory of genetic 
patrimony. [FN46] Access to genetic resources without authorization constitutes a crime subject to 
imprisonment and a fine of up to 10,000 times the daily fine. fFN47] Upon ratification, this law will 
control the access to biological material and its export abroad, as well as equitable remuneration. 
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[FN48J 

The last piece of legislation concerning access to biological resources in Brazil is the Government 
Provisional Decree 2052. [FN49] The provisional decree constitutes the current Brazilian regime for 
access to genetic resources; [EN5QJ however, it still *257 awaits discussions and approval by the 
Brazilian Congress. [EN51J The next subsection outlines the Implementation of the Agenda and the 
CBD in Switzerland. 

3. National Implementation in Switzerland 

Unlike Brazil, Switzerland already had permanent laws for the protection of biodiversity [FN52] when 
it ratified the CBD in November 1994. [FN53] For example, the 1992 Swiss fund, endowed with fifty 
million Swiss Francs, contributed to the conservation of traditional landscapes and the preservation of 
cultural heritage. [FN54] Switzerland has also created "red lists" and "blue lists" of endangered plant 
species. [FN55] Red lists provide information about the endangered status of medicinal plants, 
determine what geographic sites need protection from access, and act as an important landscape, 
planning tool. [FN56 ] Blue lists register those red list species that increased in number and act as a 
psychological counterweight to the red lists. [FN57] 

Switzerland also developed guidelines to serve as a reference for parties involved in the access to 
genetic resources and the sharing of benefits. [FN58] The country is presently implementing such 
national guidelines to regulate access to genetic resources, *258 their utilization, and the fair sharing 
of benefits. [FN59] Switzerland presented those guidelines at the Johannesburg World Summit on 
Sustainable Development. [FN60] The following section discusses how commercial use of medicinal 
plants and equitable compensation in both Brazil and Switzerland is indispensable without national 
legislation compliant with the TRIPS Agreement. 

B. Intellectual Property Law Protection of Biodiversity 

1. The TRIPS Agreement 

Similar to the CBD and the Agenda, TRIPS gives its member countries flexibility to choose the means 
to protect ethnoblological knowledge and medicinal plant resources. [ FN61] The principal objective of 
TRIPS is to harmonize intellectual property laws around the world. [FN62] The agreement provides 
the minimum intellectual property standards for countries to implement in their national legislation. 
[FN63] TRIPS addresses Intellectual property protection through patents. [FN64] The agreement 
*259 allows member states to exclude from patent protection certain inventions. [FN65] For 
example, countries could deny patents for plants and animals other than microorganisms, but could 
not do so for non-blologlcal and microbiological processes related to the production of plants. [FN66] 
Member states thus have flexibility to protect newly discovered medicinal herbs and traditional 
knowledge via patents. [FN67] However, the language of the agreement is ambiguous and 
controversial, [FN68] and it Is presently undergoing a review by the TRIPS Council of the WTO. 
[FN69] 

TRIPS falls to directly refer to the CBD and the Agenda or to prevent countries from regulating access 
to their genetic resources and from sharing the benefits from commercial use. [FN 70] In addition, 
TRIPS lacks provisions on traditional knowledge but allows states to protect traditional knowledge by 
means *260 other than patents. [FN71] Nevertheless, TRIPS seems consistent with the 
developmental purposes of Agenda 21 and the CBD. [FN72] 

In sum, TRIPS has developmental, technological, and public purpose objectives. [FN73] However, Its 
ambiguous language in regard to biotechnology patents complicates national implementation by 
member countries. [FN74] The following subsections discuss the implementation of TRIPS in Brazil 
and Switzerland in regard to pharmaceutical biodiversity. 

2. TRIPS Implementation In Brazil 

The new Industrial Property Law of Brazil [FN75] came into effect In April 1996 to comply with the 
minimum requirements established by the TRIPS Agreement. [Ffi73} The law appears, however, to 
have weaknesses, [FN77] specifically live organisms are not discoveries and therefore are not 
patentable. [FN78] The Industrial Property Law of Brazil states an invention is patentable if it meets 
the requirements of novelty, inventive step, and industrial application. [FN79] In other words, 
discoveries do not constitute inventions, [FN80] and patents are granted neither to biological 
materials found in or isolated from nature nor to second medical *26I uses. [FN81] Thus, the new 
industrial law of Brazil does not allow patents for biological materials Isolated from nature and for 
natural biological processes. [FN82] Allowing patents for isolated biological matter and secondary use 
in Brazil could attract more foreign investment and stimulate development of modem biotechnology. 
£ENfl3J 
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3. TRIPS Implementation in Switzerland 

Switzerland adopted its new intellectual property law in 1996. [FN84] According to the new law, 
inventions contrary to public policy cannot obtain a patent. [FN85] The Swiss Patent Office grants 
patents for microbiological and non-biological processes, [ENfifi] but the Swiss patent law provides no 
explicit language about biological extractions. [FNSZJ Switzerland has recognized a "Swiss type 1 
claims ... for new therapeutic uses of known molecules . . . [FN88] Therefore, if a known 
substance has new medicinal uses, such *262 inventions qualify for patent protection. [FN89] For 
example, aspirin's original use was to treat headaches. [EMM] Later on, it became known that aspirin 
could also treat heart diseases, and therefore patents could protect this second medical use to 
stimulate future pharmaceutical research. [FN9U 

The "Swiss claim" approach is an important aspect of the Swiss patent law because it facilitates the 
development of plant-derived drugs based on traditional ethnobiological knowledge, [FN92] and 
therefore a similar approach could benefit Brazil. Patents for non-biological processes and secondary 
use benefit the protection of pharmaceutical biodiversity and yield commercial benefits for the country 
that has Implemented them. [FN93] The following analysis will establish the framework for 
comparison between the two countries. 

III. Analysis 

Given that the International framework provides only minimal standards for protection of 
pharmaceutical biodiversity, this analysis section considers constitutional protection, richness of 
pharmaceutical biodiversity, and ethnobiological traditions in Brazil and Switzerland. While Brazil is a 
heaven of pharmaceutical biodiversity, its stringent temporary laws act as a barrier to the progress of 
science, and the country's present patent protection hinders Innovation. 

*26J A. The International Framework Only Sets Minimal Standards 

The Agenda, CBD, and TRIPS only provide the minimum International framework for protection of 
biodiversity through Intellectual property, and they all require language clarification. [FN94] For 
example, the Agenda and CBD fall to specify how benefit sharing could take place, except that 
negotiating parties must reach a mutual agreement. [FN95] The Agenda and CBD also fail to explicitly 
refer to TRIPS [FN96] and remain silent on the issue of patentable subject matter. [FN97] 
TRIPS creates a discord between developed and developing countries over the criteria for 
patentability in the field of biotechnology and the relationship between TRIPS and CBD. [FN98] 
Developed countries support a strong protection of all biotechnological innovations through patents. 
[FN99] Developing countries, at the same time, accuse TRIPS of encouraging biopiracy and 
environmental damage by allowing for patenting of biological and non -biological processes. [FN100] 
Adequate patent protection for biological extracts and processes, however, fosters economic *264 
growth and development and Inflow of foreign investment. [FN101] It Is therefore In the best interest 
of developing countries, like Brazil, to adopt the developed countries' viewpoint, such as the Swiss 
model, to recognize the Importance of patent protection for the biotechnology Industry. [FN102] The 
following section considers the basis for comparison between Switzerland and Brazil. 

B. Why the Swiss Model Is Adaptable In Brazil 

1. Constitutional Protection of Biodiversity 

Brazil and Switzerland have incorporated the protection of the environment in their constitutions. 
[FN103] Both countries' constitutions provide that a well-maintained environment is essential for a 
healthy way of life, [FN104] and that the government and the community have the duty to protect 
the environment. [FN105] Also, the two countries' constitutions forbid the use of gene *265 methods 
that endanger human life. [FN106] Similarly, each protects flora from extinction, [FN107] along with 
nature and cultural heritage. [FN 108] The Brazilian and Swiss constitutions show concern about 
access to and utilization of natural resources. [FN109] The constitutions of Brazil and Switzerland thus 
illustrate their effort to preserve nature for future generations. [FN110] 

2. Richness of Pharmaceutical Biodiversity 

In addition to constitutional similarities, both countries enjoy rich pharmaceutical biodiversity. 
[FNlll] Switzerland is the home of the Swiss Alps, which are rich with conifer forests and medicinal 
plants such as oleader, palm trees, and mimosa. [FN II 2 J Europeans widely believe that n [i]f 
mountains had a home, it would be Switzerland." [FN113] Switzerland is one of the countries *266 
with the highest biodiversity in Europe. [FN114] Switzerland's biodiversity protection is exemplary 
because the country has implemented restrictive laws and the Swiss deeply care about their country's 
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natural resources. [F N1151 The Alps are among the few large wildlife areas within Europe that 
continue to stay untouched by industrial development. [FNU6] 

Brazil also possesses some of the most diverse and rich ecosystems In the world. [FN 11 7] The 
Brazilian Amazon rainforest occupies eighty percent of the South American Amazon and comprises 
sixty-seven percent of the world's tropical forests. [FN 118] The Brazilian Amazon Includes twenty-two 
percent of the known plant species in the world [FN1191 and fifty percent of the world's biodiversity. 
[FN 1201 Unlike Switzerland, Brazil has serious conservation problems. The Brazilian Amazon 
rainforest suffers from ecological destruction. [EN1211 

*267 In 2000, the Brazilian Amazon was 7,037 square miles and by 2001, logging and fires 
destroyed 6,095 square miles. [FN122] Furthermore, a government development plan, including 
Infrastructure projects, could destroy forty-two percent of the Amazon if it progresses as promised. 
£FJil231 While, both Switzerland and Brazil are rich in medicinal plant resources, blopiracy in Brazil Is 
flourishing at a large scale and resources leave the country without compensation because of the lack 
of permanent law on access to genetic resources. [FN 124] 
3. Ethnoblological Traditions 

Wild medicinal plants are an Important source of medicines for eighty percent of the developing 
world. IEM1251 By consulting traditional medicinal knowledge, researchers for new medicinal drugs 
can increase the success ratio In drug trials from one success in ten thousand samples to one success 
in two samples. [FN 1261 Switzerland is one such country that has solid historical traditions in 
ethnoblological medicine. [ENL12Z1 , „ . _, . 

*268 The field of medicinal chemistry and the use of medicinal plants originated In Switzerland. 
rPM!281 In Switzerland, medicinal plants serve as traditional medldnes, herbal teas, health foods, 
and pharmaceuticals. [FN 129] For Instance, Adonis vemalis is a plant with well-known medicinal 
properties, [FJ413Q] thyme cures dry spasmodic coughs and bronchitis, [EN13JJ and horehound treats 
respiratory problems and helps remove phlegm from the lung. [ FN 13 2] 

Brazil is also well-known for Its ethnoblological traditions. [FN133] Many of Its plants find medldnal 
and cosmetic uses based on ethnoblological knowledge. [FN 134] For example, the British Body Shop 
uses oil extracted by the Calapo Indians [FN1351 to make skin cream and shampoos, [FN 136] Aveda 
produces cosmetics using the urucum plant, which is a vegetable bleach, [ FN137 ] and Channel No. 5 
uses the pau-rosa. [FN138] An American eth nomologist *269 exclaimed that M [e]very time a shaman 
dies, it is as if a library burned down." £F_NJJJ9J 

In sum, Switzerland and Brazil extensively use ethnoblological knowledge In their pharmaceutical and 
medical Industry: another reason why the Swiss model would be relevant In Brazil. The next section 
discusses Brazil's rich ethnoblological traditions and biodiversity and Its failure to yield enough 
benefits from the commercialization of Its medicinal plants resources. 

C. Brazil: Rich In Biodiversity, but Poor Commercialization 
1. A Heaven of Pharmaceutical Biodiversity 

Statistics demonstrate that Brazil has the highest number of plant species In the world, while Its per 
capita Income Is one of the lowest. [FN1401 Brazil's biodiversity serves as a rich source for plant- 
derived drugs. [FN1411 For instance, salegen, a medicine used to treat xerostoma, contains active 
ingredients extracted from a plant native to Northeastern Brazil that tribes have used for generations. 
[FH1421 Additionally, Brazilian found quebra-pedra is an herb that treats hepatitis, and natural 
prozac, another Brazilian found herb, is the main Ingredient in the medldne prozac. [FN 143] 
However, at the same time, Brazil receives no compensation for the utilization of the natural 
resources. [FN 1441 The *270 rainforest Is worth $43 billion for plant-derived medicines [FN145] and 
Brazil receives less than one percent of the accrued benefits from commercialization. [FN146] The 
main reason for the flourishing blopiracy and bloprospectlng in Brazil is the lack of adopted 
permanent law on access to biodiversity. [FN 1471 

In addition, dialogue among foreign sdentiflc and business communities and the Brazilian government 
is strained. [FN 1481 Biotechnology is not part of the government's agenda, and this has had 
devastating consequences for the country's economic development. [FN149.J Foreign pharmaceutical 
companies and researchers state that the lack of permanent laws decrease their interest in working in 
Brazil. [EN1SQ1 Many companies have postponed their activities until the implementation of a 
permanent law regulating access to pharmaceutical biodiversity. [ENJJ54J For example, under an 
agreement signed between Novartis and BloAmazonia in 1999, Novartls promised to spend $4 million 
In research programs in the region. [Fjil521 In return, BloAmazonia allowed Novartls *271 to ship 
10,000 gene samples to Switzerland. [EN15.31 However, BloAmazonia revoked the agreement, 
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accused Novartis of biopiracy, and cancelled the contract. [ FN15 4] Novartis stated its Intent to no 
longer develop projects in Brazil because the country lacks permanent laws regulating access to 
pharmaceutical biodiversity and the Brazilian government fails to enforce its contractual obligations. 
[EN 31.551 ThuSi the lack of permanent laws on access to biological resources and the inability to 
enforce contracts create a disincentive among foreign companies to explore Brazil's rich 
pharmaceutical biodiversity for new medicinal drug development. [FN156] This is detrimental to Brazil 
because the country lacks enough researchers and national infrastructure to benefit from commercial 
uses of its biodiversity. [EN1521 
2. A Barrier to Progress of Science 

The provisional decree In Brazil hinders international scientists from exploring the rainforest and 
researching medicinal plants for new drug development. [FN 158] Research permits and access and 
research restrictions cause scientists to reconsider *272 work in the Amazon forest and to leave 
thousands of plants unknown and unused for potentially vital medicines to cure such diseases as 
HIV/AIDS. [ FN159] The problem is significant when researchers In other countries need samples of 
natural plants to work on their doctoral dissertations and lack permission to ship plant samples to 
their laboratories. [FN 160] 

Moreover, nationalist movements In Brazil hinder the access of International scientists to the 
rainforest. [FN1611 The Brazilian military demarcates Indigenous areas to protect the rainforest from 
foreign Invasion, which Is disastrous for researchers who collect samples and search for unknown 
plants with rare medicinal value. [ENif&l The Increased number of criminal charges against foreign 
scientists also creates a disincentive among foreign scientists to participate in research expeditions In 
the Amazon rainforest. [FN 1631 Harsh visa restrictions, nationalist tension, and severe criminal 
penalties In Brazil act as serious barriers for world renown scientists to undertake research *273 
missions that could lead to the discovery of new drugs of global significance. [FN 164] 
3- present Patent Protection in Brazil Hinders Innovation 

Current Brazilian patent law eliminates the possibility of patenting products extracted from medicinal 
plants, and, until recently, the law excluded biological processes from patents. [FN165] Moreover, 
Brazil invests only 1.24 percent of Its GDP In science and 0.7 percent goes to Research and 
Development, and additionally the Ministry of Science and Education only dates back to 1985. 
[Flilfifi] This is problematic because the biotechnology industry depends on patent law protection due 
to the high costs of research, development, and commercialization. [FN167] For example, it costs 
about $231 million to develop a drug, and patenting a biological Invention In the United States costs 
approximately $80,000. [FN168] Consequently, pharmaceutical research and development takes 
place predominantly In countries with a strong research and development sector such as Switzerland. 

[FN1691 

Economic studies on patents concluded that Intellectual property protection Is crucial for foreign direct 
Investment and *274 development. [FN170] About eighty percent of the firms in the study testified 
that strong patent protection is important for Investment In research and development in developing 
countries, and that Brazil has weak patent protection. [FN171] Furthermore, biotechnology Is an 
Industry In which wealth depends on patents. [FN 172] 

Allowing patents for natural extracts from medicinal plants would accrue more local benefits to Brazil. 
[ FN173] The country should view Its genetic resources as a common heritage of mankind that could 
be a significant resource to produce life-saving, plant-derived medicines for the benefit of the entire 
world. [FN1741 After all, since the Swiss model Is relevant in Brazil, the Amazon country may refer to 
it for guidance on how to effectively protect its pharmaceutical biodiversity. 

IV. Recommendations 

This Part recommends that Brazil increase access of international scientists to its medicinal plants and 
regulate ecotourism, *275 adopt the "Swiss claim" patents, and incorporate the listing of endangered 
herbs. 

A. Make Medicinal Plants More Accessible to Scientists and Regulate Ecotourism 
The Brazilian law on access to genetic resources limits the access of international scientists to 
medicinal plants In the Amazon jungle. [FN175] As a result of the long process to obtain a scientific 
permit in order to access the resources and the criminal penalties, scientists prefer not to conduct 
research in the Brazilian forests. [FN17S1 Brazil should still continue to control access to its resources 
and their commercialization; however, the country's Draft Law should Introduce less cumbersome 
restrictions. [FN 177 ] The Draft Law should reduce the wait period to obtain a permit to less than one 



— / ix/j ** 4 o««c,4_i 9r~nAu=r*i jt\ nnoi i nn*&<iir=r> 8/7/900S 



15 PACEILR 247 



Page 7 of 25 



year, and it should allow scientists to keep the collected samples against fair compensation. [ FN 179 } 
The Draft Law should take into account the Swiss guidelines for access to biological material. [FN 179] 
The Brazilian Draft Law should incorporate the following provisions from the Draft Guidelines of 
Switzerland. [FN180] The law should implement an objective access to the country's medicinal plant 
resources to reassure researchers that their rejection to Brazil's genetic resources is not 
discriminatory and arbitrary. [FN181] In addition, Brazil should remove the requirement to perform 
research and development in Brazil because pharmaceutical companies generally keep their know- 
how in their headquarters in order to protect their intellectual property assets from appropriation 
*276 abroad. [FN182] Decisions about access to the genetic resources could result in twenty days 
because if it takes too long, as in Brazil, researchers could change their dissertation topics and 
conduct research in countries that offer more speedy access to genetic resources. [FN183] Sharing of 
intellectual property assets should be permissive because otherwise pharmaceutical companies would 
be skeptical about investing in the Brazilian Amazon. [FN 184] In addition, a mediator should resolve 
differences and help avoid biased Brazilian courts. [FN 185] 

Furthermore, ecotourlsm should become part of the Draft Law before Brazil increases its use. [FN186] 
The Brazilian government has already drafted guidelines for a national ecotourlsm policy and Brazil 
has a vast heritage for ecotourlsm. [FN187] The guidelines should require, as the Swiss policy, an 
environmental assessment before the access to the natural resources takes place and should become 
part of the Draft Law for access to genetic material. [FN188] Researchers entering Brazil under the 
Draft Law should be required to comply with environmentally sound methods for access to the 
medicinal plant resources. [FN 189] This is especially Important because presently foreign tourists use 
ecotourlsm to obtain access to Brazil's medicinal plants for bioprospecting purposes. [FN 190] 
*277 Ecotourlsm finds wide uses in Switzerland and people are becoming increasingly aware of the 
need to preserve the natural and cultural landscape. [FN191] For example, the Swiss Confederation 
has limited transportation to certain tourism areas to protect the natural resources and new projects 
for transport access are subject to environmental impact assessment. [FN192] It has also issued 
guidelines for managing conflicts between tourism and biological diversity. [FN 19 3] Switzerland urges 
tourists to contribute to the survival of ecosystems, respect human dignity, choose sustainable 
mobility, and participate in civil society during their travel. [FN 194] 

Similar to Switzerland, Brazil should make its proposed Draft Law less restrictive and more aware of 
ecotourlsm. [FN 195] This would likely assist Brazil to attract more internationally renown scientists 
and accrue benefits from commercialization. The next section discusses how It would be 
advantageous to Brazil to grant patent protection to secondary uses. 

B. Protect Biodiversity Through the "Swiss claim*' Patent Approach 

Brazil would protect its medicinal plants and stimulate pharmaceutical companies to research for new 
medicinal uses of already discovered drugs If it adopts the "Swiss claim" approach as Switzerland. 
[FN196] As a result, Brazilian and foreign *278 pharmaceutical companies would have an incentive 
to search for secondary cures from already discovered and patented drugs. [FN197] This would also 
encourage clinical research and new uses in Brazil for traditional medicines. [FN198] For instance, 
"Swiss claim" patents in Switzerland have Increased the research and development of biotechnology 
companies In biotechnology investment. [FN 199] The "Swiss claim" type could possibly discover 
several uses In just one medicinal plant In Brazil and save time for scientists in terms of searching for 
new medicinal plants for genetic material. [FN200] Otherwise, investment in new pharmaceutical 
research would further diminish because without patent protection for secondary uses, researchers 
have little incentive to investigate the properties of existing pharmaceuticals in order to determine 
any unknown medical uses. [FN201] The "Swiss claim" approach could therefore benefit the medicinal 
plant protection and drug development in Brazil. [FN202] 

*279 C. Red and Blue List the Endangered Herbs in the New Database 

Brazil should regulate access to endangered herbs as Is the practice in Switzerland. [FN203] "Red 
lists" provide information about the endangered status of Swiss medicinal plants and landscape 
planning. [FN204] In addition, "blue lists" complement the red lists to monitor stabilization and 
increase of plant resources. [FN205] The use of red lists and blue lists has been especially successful 
in northern Switzerland, where red list findings tended to depress people, while blue lists encouraged 
decision-makers and the public to increase their nature conservation efforts. [FN206] 
Brazil recently has created a centralized databank to store knowledge accumulated by local 
indigenous people. LEP421IZJ This collection of traditional knowledge and medicinal plants would 
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provide information to patent offices about prior art [FN208] and would be helpful for sharing the 
benefits between indigenous people and scientists. [FN2091 Brazil has already mapped three hundred 
medicinal plant species. [FN210] A red list specification of *280 plants in the Brazilian database 
would enable the government of Brazil to stay abreast of what species are decreasing in numbers. 
[FM2111 In addition, use of blue lists should help maintain nature conservation efforts as in 
Switzerland. [FN212] Consequently, the Brazilian government should regulate shipping of samples 
abroad, determine access to the Amazon rainforest, and monitor landscape planning. [FN213] 

V. Conclusion 

Brazil is a haven of pharmaceutical biodiversity, but its lack of permanent legislation on access to 
medicinal plants acts as a barrier to progress of International science, and its present patent law 
hinders innovation. [FIM2141 Instead, Brazil could attract foreign scientists by adapting Its Draft Law 
to the Swiss guidelines for access to biological resources and by passing a permanent law on access 
to genetic resources that Is fair to foreign researchers. [ FN2 15I Brazil should provide patent 
protection for secondary uses of already patented plant-derived medicines to encourage the 
continuance of trials on already patented medicines. [FN216] Since ecotourlsm could be an easy 
excuse for bioplracy, the Brazilian government should also consider including ecotourlsm in its Draft 
Law on access to biological resources. [FN217] Finally, the Swiss method of red and blue listing would 
be a good addition to the recently created Brazilian databank system to keep track of endangered 
medicinal plants in the Amazon. [QA21flJ 

*281 Brazil has much to leam from Switzerland since the two countries share significant similarities 
In their constitutional protection of biodiversity, richness of medicinal plants, and ethnobiologlcal 
traditions. [FN219] The Swiss model should assist Brazil in protecting medicinal plant resources and 
managing plants' commercial use in a way that would return economic benefit to Brazil. [FN220] 

[FNal] . Research Assistant, International Intellectual Property Institute, Washington, D.C.; J.D. 
Candidate, May 2004, American University, Washington College of Law; M.A., German and European 
Studies/Foreign Policy and Diplomacy, Georgetown University, School of Foreign Service, May 1999; 
B.A., International Relations, Mount Holyoke College, May 1997. 1 dedicate this comment to my 
family whom I owe much gratitude for their enormous love, inspiration, and encouragement. Special 
thanks to Aaron Hewitt and Kathleen Monaghan for their excellent comments, thoughtful guidance, 
and enthusiastic support throughout the writing process. 

[FN1] , See World Summit on Sustainable Development, at http:// 

www.johannesburgsummit.org/html/basicJnfo7baslclnfo.html (last visited Aug. 10, 2002) (reporting 
that the Johannesburg Summit took place from August 26 to September 4, 2002, and focused on 
conservation of natural resources). See also Paula Stober, Summit Hoids Hope for Saving the Planet, 
News & Record, Aug. 6, 2002, at A10 (mentioning that the 2002 World Summit evaluated 
developments since the 1992 Rio Earth Summit), LEXIS, News Group Hie; Michael Hanlon, 
Commentary, Dally Mall, Aug. 7, 2002 (suggesting that the 1992 Earth Summit only resulted In 
political debates and that biodiversity today Is decreasing at a faster rate than ten years ago), LEXIS, 
News Group File; James Lamont & John Mason, A Long Way to Go for a Little Success, Fin. times 
(London), Sept 4, 2002 (noting that the summit only achieved a limited success In the area of 
biodiversity protection), LEXIS, News Group File. See generally Barry James, Summit Aims, Again, for 
a Better World; Lofty Goals, Sorry Record, Int'l Herald Trib., Aug. 8, 2002, at 1 (expressing an 
opinion that the results since the 1992 Earth Summit are disappointing and that environmental 
degradation nowadays is much worse than ten years ago), LEXIS, News Group File. 

[EN21- See Mario Osava, Environment-Brazil: From Pariah to World Conservation Leader, Inter Press 
Service, June 6, 2002 (explaining that Brazil seeks to reinforce Its leadership In the area of 
biodiversity and to stay behind the commitments It made ten years ago in Rio de Janeiro), LEXIS, 
News Group File. See also S. K. Verma, Biodiversity and Intellectual Property Rights, CASRIP 
Newsletter (University of Washington School of Law/CAS RIP, Seattle, WA), Spring 2000, at 1-2 
(declaring that all members of the CBD and TRIPS face the problem of compliance), at http:// 
www.law.washington.edu/casrip/newsletter/newsv7i2Verma.pdf (last visited Aug. 7, 2002). 

[FN3] . See U.N. Conference on Environment and Development, Agenda 21, U.N. Doc. 
A/Conf.l51/26/Rev.l (1992) (noting the Importance of environmental conservation and the role of 
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indigenous people for sustainable development), at http://www.un.org/esa/sustdev/agenda21.htm 
(last visited Aug. 7, 2002). 

[FN4J. See U.N. Convention on Biological Diversity, June 5, 1992, U.N. Doc. DPV1307 (1992) 
[hereinafter CBD] (emphasizing the ownership of every country over its own natural resources and 
the importance of intellectual property law to preserve natural resources), at http:// 
www biodiv.org/convention/artlcles.asp (last visited Aug. 6, 2002). See generally Carrie Smith, 
P ? ^nt'ng Life: The PotentlaLand. the Pitfalls of Us ing t hO OSJo^J^J^InMlegtual Property 
Right s 26 N.C . i iftf'l & C om. Reo. 143. 152 f2000) (providing an analytical overview of the CBD 
such as seen by developed and developing countries). 

[FN51 . goo on Trade-Related Aspe cts of Intellectual Property Rights. Apr. 15, 1994, 

Marrakesh Agreement Establishing th e World Trade Organization. Annex 1C. 33 I.L.M, 1197 (1994) 
[hereinafter TRIPS] (defining the minimal standards of Intellectual property protection). 

[FN61 . See Embassy of Brazil, Sustainable Amazon, Summer 2000 (assessing that every year 20,000 
extracts leave Brazil), at http:// www.brasilemb.org/environ_sustalnable_amazon.shtml (last visited 
Aug. 7, 2002). 

[FN7] . See Valentlna Tejera, Tri pping Ove r Property Rights: Is It Possible to Reconcile the Convention 
n p Biological Diversity with Article 27 of the TRIPS Agreement. 33 New Eng. L Rev, 967, 971 (1999) 
(defining biodiversity as a search by professional botanists and shamans for biological resources for 
pharmaceutical use, or a "gene hunting," that results In treatments for diseases such as cancer). 

[FN8] . See Ministry of the Environment, First National Report for the Convention on Biological 
Diversity-Brazil 159 (1999) [hereinafter First National Report of Brazil] (revealing that the main 
reason for blopiracy in Brazil Is the lack of permanent law on access to genetic resources and benefit- 
sharing), available at www.blodiv.org/doc/worid/br/br-nr-01-p9-en.pdf (last visited Aug. 9, 2002). 
See also Estela Viana, Brazil's Biodiversity Attracts More Interest, Gazeta Mercantil, June 1, 2001 
(explaining that the fauna and flora In Brazil may be worth $4 trillion), LEXIS, Major World 
Newspapers. 

[FN9] . See Ana Paula Corazza, Bio Plunderers, Brazil, Mar. 2001, (specifying that of the 240,000 
species of plants with flowers in the world, 150,000 are In the tropics, and of these, 55,000 are on the 
territory of Brazil), at http:// www.brazzll.com/p24mar01.htm (last visited Aug. 10, 2002). See also 
Larry Rohter, Brazil's Tribes Seek Jungle-Plant Profits, Pittsburgh Post-Gazette, Dec. 31, 2001 (stating 
that many of those plants grow only In Brazil and indigenous people have used them to treat various 
diseases), 2001 WL 28685712: First National Report of Brazil, supra note 8, at 12 (declaring that 
Brazil Is the richest megadlversity country and has about twenty-two percent of the world's plants). 
See generally Embassy of Brazil, Key Facts 1 (providing statistics about Brazil's investment in 
scientific research and development), at www.brasilemb.org/tech2.shtml (last visited Aug. 6, 2002). 

[FN10], See A. Cunningham, Ethics, Biodiversity, and New Natural Products Development, People and 
Plants Online (Apr. 1993) (comparing blodlverse countries with countries that benefit the most from 
the commercialization of their natural resources), available at http:// 
www.rbgkew.org.uk/peopleplants/dp/dp2 (last visited Aug. 7, 2002). 

[FN11] . See Draft Guidelines of Switzerland on Access and Benefit Sharing Regarding the Utilization 
of Genetic Resources, Oct. 30- Nov. 1, 2000 [hereinafter Swiss Guidelines] (outlining important 
measures to ensure the proper preservation and access to natural resources), at http:// 
www.unctad.org/trade_env/docs/swlss.pdf (last visited Aug. 7, 2002). 

[FN12] . See D. J. De Vllller, Beyond Attractive Destinations, World Surface.com (July 30, 2001) 
(defining ecotourlsm as a type of tourism where tourists visit places and pay special attention to the 
preservation of the environment, and stating that it is a powerful source for creating more jobs, 
combating poverty, and protecting the natural and cultural environment), at 
http://www.worldsurface.com/browse/static.asp?staticpageld=1084 (last visited Aug. 10, 2002). 
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TFN131 See Swiss Agency for the Environment, Forests and Landscape, Swiss CI earing- House 
Mechanism Biodiversity: Switzerland at a Glance/ Red Lists/ Introduction (1998) (describing the 
purpose and Impact of the red lists of endangered plant species), available at http:// 
www.buwal.ch/nachh/chm/e/ch/problems/redintro.htm (last visited Aug. 10, 2002). 

TFN141 See Loi federale du 25 juin 1954 sur les brevets d'inventlon, Legge federale del 25 giugno 
1954 sul brevetti d'lnvenzlone, Bundesgesetz vom 25. Junl 1954 Qber die erflndungspatente 
Switzerland Federal Law on Patents for Inventions], RO 1955 893, RU 1955 899, AS 1955 871, art. 7 
tc~\ ri954) (amended 1995) (<l*ll*^^^Ji^Ml||^^■ n ' , ■ ^uiv^mmmm^KW^-pm^gn^ 

iimmiinH i ■ iUMlMMU i » ■ i n l K nTim i i h n >ln mtnnt rtit ttiinr nra intimrtrrt » 
■Mhrtg facnidt-gfc and wcfajiattftfftl^itwiili ■» ~l ~BMffilf1 f TMilYfHiF'^^ available at 

ht^/clea.wlpo.lnVdea/lpext.dll?f=templates&fh=maln-hlt-h.htm8i2.0 (last visited Aug. 10, 2002). 

TFN151 See Gelvina Stevenson, Trade Secrets: The Secret to Protecting Indigenous Ethnoblologlcal 
(Medicinal) Knowledge, 32 N.Y.U. J. Int'l & Pol. 1119, 1132 (2000) (defining ethnoblologlcal 
knowledge as knowledge belonging to Indigenous people, where indigenous people can draw attention 
to a specific plant, describe the specific part of the plant that contains the medical substance, Identify 
the time of the year when the substance is present, explain the physiological effects of that plant, 
describe the method of preparing the substance, and thus provide valuable dues to the identity of 
active molecules and expedite their isolation In the laboratory). 

rFN1 6i see Infra notes 173-84, 194-200 and accompanying text (recommending that Brazil make its 
medicinal plants more accessible to scientists and adopt the "Swiss claim" approach). 

f F Ni71 See Infra notes 184-93, 201-11 and accompanying text (discussing that Brazil should 
Incorporate ecotourlsm guidelines Into Its draft law and that red-listing should be a good approach). 

{Final, see Infra notes 23-32, 60-73 and accompanying text (outlining the International laws for the 
protection of biodiversity and Intellectual property). 

fFN1 91 see Infra notes 33-59, 74-91 and accompanying text (describing how Brazil and Switzerland 
Implemented the International laws on biodiversity and intellectual property protection Into their 
national legislation). 

[EN2QJ. See Infra notes 101-37 and accompanying text (comparing the constitutional and 
ethnoblologlcal traditions in Brazil and Switzerland). 

rFN2ll See Infra notes 173-211 and accompanying text (suggesting that Brazil make Its biodiversity 
legislation less stringent, adopt the "Swiss claim" patents and Implement the red listing system). 

[EN22J. See Infra notes 212-18 and accompanying text (concluding favorably on the Implementation 
of the Swiss model in Brazil). 

rF N231 See Graham Dutfleld, Developing and Implementing Systems for Protecting Traditional 
Knowledge: A Review of Experiences in Selected Developing Countries, at 8 (defining bloplracy as an 
unauthorized extraction of biological resources or associated biological knowledge from developing 
countries), available at http://www.unctad.org/trade_env/tk.htm (last visited Aug. 10, 2002). See 
also Michael Gollln & Sarah Laird, GJi^.Piill^^iACJlAclLQrj s; The Role of National L eglsJattonJo 
gi lg » a inahle Bindivftrsitv PrrepprHno. 2 B. u i. Set. & Tech. L. 16. oara. IS (1996) (highlighting that 
the best and only possible way to deal with global problems is through adequate laws and 
regulations). 

rpN241 See CBD, supra note 4 (defining traditional knowledge as "knowledge, innovations and 
practices of indigenous and local communities embodying traditional lifestyles" In article 80)). Id. 

See David R. Downes, H ow intellect u al Property Could be a Tool to Protect Traditional 
Icdum.J._En¥tLL_253L_2ai-(2Q.aQX (concluding that Intellectual property use in 
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accordance to the development needs of developing countries could protect their biological 
knowledge). 

TFN261 See Agenda 21, supra note 3, ch. 15 (stating that the natural ecosystems contain most of 
Eart~nVblodiversity and that biological resources provide medicines, and that the current decline In 
biodiversity is a serious threat to human development). See also id. ch. 2 (noting that environment 
and trade policies should be mutually supportive and that governments should meet those objectives 
through multilateral forums). 

TFN271 See id. ch. 15 (highlighting that developing countries have control over their biological 
resources and must benefit from the blotechnological development and commercial utilization of the 
oroducts derived from their national resources, and that those goals could be achieved through a 
broader regional and International cooperation). See also id. ch. 26 (clarifying that governments 
around the world should Incorporate the rights and responsibilities of Indigenous people In their ■ 
national legislation); Tanja Sturm, Government Launches Bid to Discover New Herbal Medicine, World 
Markets Research Centre, Feb. 26, 2002 (observing that the World Health Organization states there 
are 250 000 species of medicinal plants In the developing world and that those plants' extracts are 
the source of "more than eighty-five percent of the medicines used by eighty percent of the 
population In the developing world"), LEXIS, Major World Newspapers. 

rpN 281 . See Agenda 21, supra note 3, ch. 16 (stating the necessity for training and technology 
transfer In the developing world). 

TFN291 See Press Release, U. N. Convention on Biological Diversity, International Day for Biological 
Diversity Dedicated to Forest Biodiversity (May 22, 2002) (declaring that forests are vital for human 
health and other economic benefits), at www.blodlv.org/doc/press/pr-2002-05-02-lbd-en.pdf (last 
visited Aug 5, 2002). See also U.N. Conference for Trade and Development, The Blotrade Initiative 
(highlighting that the world production of natural Ingredients for cosmetics has been estimated at $1 
billion out of which fifty-five percent Is derived from developing countries, and that ecotourism Is 
becoming Important within the tourism Industry generating more than $260 billion per year), at 
httD://www.blotrade.org/QulckPlace/blotrade/Maln.nsf/h_ 

B4BD9585D70EA32CC1256C0000352A94/5d978e894aaaa092cl256c0000352aba/l OpenDocument 
(last visited Aug. 10, 2002); CBD, supra note 4, art. 1 (establishing that the objectives of the CBD are 
the conservation of biological diversity, the sustainable use of Its components, and the fair and 
equitable sharing of the benefits arising out of the utilization of genetic resources); Id. art. 15 
(declaring the Importance of sharing the benefits from the commercial utilization of genetic 
resources); Vandana Date, nmtoi Tjex/eiooment" and the Environmental Ramifications- The 
Tnteriinkino of Frniooicallv sustainable Development and Intellectual Property Rights, 27 Colden Gate 
m i rm 631 f fi3i (19971 (describing the link between biodiversity and Intellectual property rights in 
the CBD) See generally Amy Guerin Thompson, An Untapped Resource In Addressing Emerging 
Infectious Diseases: Traditional Healers, 6 Ind. J. Global Leg. Stud. 257, 272 (1998) (noting that 
traditional medicine is vital to fight the spread of infectious diseases). 

£ENJ0J. See CBD, supra note 4, art. 80) (stating the Importance of indigenous people and their 
cultures for sustainable development). 

r fn 311 See Id. art. 16 (stating that access and transfer of environmentally sound technology among 
contracting parties are essential for the conservation and sustainable use of biological diversity); Id. 
arts. 20- 21 (remarking that developed countries shall provide financial resources to enable 
developing countries to meet the costs of Implementation of the CBD). 

r fn 321 See CBD, supra note 4, arts. 15-16, 19 (addressing respectively the issue of access to 
genetic resources, the access and transfer to technology, and the handling and distribution of benefits 
to developing countries). 

rFN33i see First National Report of Brazil, supra note 8, at 159 (stating that Brazil signed the 
Convention on Biological Diversity during the United Nations Conference on Environment and 
Development In Rio de Janeiro in June 1992). 
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[FN341 . see id. (discussing Decree No.65.057 from August 26, 1969 as it relates to access to genetic 
material in Brazil). 

[EN351. See id. 

£EPi3gJ. See Id. (stating that the decree No. 65.057 from August 1969 established the norms for 
scientific expeditions in Brazil). 

[EN3Z1- See Id. (reporting that collected materials include pressings, photographs, and drawings of 
the scientific material). 

£EN3SJ. See Id. at 158 (discussing that decree No. 98,830 from January 15, 1990, legislates on the 
collection of scientific material by foreigners). 

rFN391 See First National Report of Brazil, supra note 8, at 159 (discussing that Bill of Law No. 
306/95 still has not become a permanent law). See also Brazil Sees Promise In Jungle Plants, But 
Tribes See Peril, Dec. 23, 2001 (discussing that since permanent legislation Is absent, the Brazilian 
government has Issued several temporary decrees to regulate research, and remarking that In the 
absence of permanent legislation, many foreign research Institutions hesitate to sign cooperation 
contracts especially after a contract between a government-controlled Institution and the 
pharmaceutical company Novartis failed in 2000), at http://senrs.com/brazil_sees_promlse_ln_ 
1ungle_plants.htm (last visited Aug. 5, 2002); Greg Brown, Holding Pattern, LatlnTrade.com, Health a 
Medicine Section, (Nov. 2001) (discussing a deal with Novartis In which they were to spend 4 million 
on research programs In Brazil and In return they would be permitted to ship 10,000 gene samples to 
its Basel headquarters; however, the contract was later denounced and Novartis was accussed of 
blopiracy), at http:// www.latintrade.com/newsite/content/archlves.cfm?ToplcID=13&StoryID=1493 
(last visited June 14, 2002). 

rFN401 . See Brazil's Bill on "Access to Genetic Resources," Decreto No. 306 de 19.09.1995, art. 5 
(Nov7 19, 1997) (trans. By Vanira Tavares) (outlining provisions for access to genetic resources and 
their derived products), at 

http://lbaecology.gsfc.nasa.gov/lteeco/Invest/docs/genetlc_resources_blll.htm (last visited June 22, 
2002). 

[FN411 . See Id. ch. in, art. 5(H) (recognizing the national sovereignty of Brazil over their genetic 
resources and derived products on its territory). 

rFN__J. See id. Title IV, ch. I, art. 14 (stating that access to genetic resources In Brazil shall be 
subject to prior government authorization and to the signing of a contract between the government 
and the foreign object, and establishing that the government of Brazil must keep a reference file of 
the contract negotiations). 

[FN431 . See id. Title IV, ch. I, sec. I, art. 15 (outilnlng that, "to obtain authorization and sign a 
contract of access to a genetic resource, the petitioner or the agency of access must present a 
detailed petition, together with the project of access," as well as "complete information on the 
timetable, budget, and sources of financing for the activities," detailed and specific description of the 
genetic resources to which access is Intended, their current and potential uses and detailed 
description of the collection systems and tools to be used, precise location of the areas where the 
procedures of access will be carried on, and an Indication of the destination of the material collected 
and of its probable future use). 

[FN44] , See id. Title IV, ch. I, sec. V, art. 34 (noting that the government must monitor "compliance 
with the provisions of the authorization and of the contract of access" and ensure a detailed account 
of the activities, and a detailed destination of the collected samples). 

[FN451 . See Id. Title IV, ch. I, sec. VI, art. 35 (reporting that in addition to the payments and sharing 
of benefits agreement, the government must ensure a fair compensation in the form of money or 
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commercialization rights as described In the contract of access). 

[FN46] . See Brazil's Bill on Access to Genetic Resources, Decreto No. 306 de 19.09.1995, supra note 
39, art. 36 (stipulating that the forms of compensation shall form a special fund for the conservation, 
research, and inventory of the biological resources to support projects related to the conservation of 
natural resources). 

IEN4ZJ. See id. Title IV, ch. I, sec. VI, art. 56 (acknowledging that "the acquisition and 
commercialization of genetic resources and derived products," their shipment abroad, and the use of 
traditional knowledge without an authorization constitute a crime subject to imprisonment of one to 
four years and a fine of up to ten thousand Brazilian currency money). 

[FN 481 . See Hret National Report of Brazil, supra note 8, at 159-60 (explaining that once the Draft 
law Is passed, It will apply to biological and genetic resources In Brazil and the government will have 
the right to prohibit access to endangered species). 

[FN49] . See Francisco Area n jo, Intellectual Property Rights and Biodiversity in Brazil: Conservation, 
Sustainable Use and Protection of the Indigenous Rights, 36-40 (Nov. 2000) (comparing the 
provisional decree with the Senate bill 306/95 and stating that the provisional decree bears the same 
idea as the Senate bill and has the force of a law), at http://www.gwu.edu/" 
ibi/minerva/fall2000/Eugenlo.Arcanjo.pdf (last visited Aug. 6, 2002). 

[FN 50], See id. at 36 (asserting that the provisional decree is the current decree for access to natural 
resources In Brazil until the Brazilian Senate passes a permanent law). 

[FN511 . See id. (arguing that a law becomes permanent in Brazil after an approval by the Brazilian 
Senate). 

[FN52] . See Swiss Agency for the Environment, Forests and Landscape, National Report of 
Switzerland for the Convention on Biological Diversity, 15 (1998) [hereinafter National Report of 
Switzerland] (stating that the pre-existing laws Include the Federal Law on the Protection of Nature 
and the Landscape from 1966, the Federal Law Relating to the Protection of the Environment from 
1983, and the Federal Law on Forests from 1991), at http:// www.blodiv.org/dotfworld/ch/ch-nr-ol- 
en.pdf (last visited Aug. 5, 2002). 

[FN53] . See Id. (describing the progress made in Switzerland to Implement the CBD In the country's 
national legislation). 

[FN54] . See Id. at 17 (stating that the fund commemorated the 700th anniversary of the Swiss 
Confederation). 

[FN55] . See id. at 18 (describing the various methods Introduced in Switzerland to protect 
endangered species and threatened biodiversity systems). 

[FN56] . See Swiss Clearing House Mechanism Biodiversity/ Red Lists/ Introduction, supra note 13, at 
1 (describing the significance of the red lists as they relate to the protection of endangered medicinal 
plants). 

[FN57] . See A. Glgon, Blue Lists: A Conservation Tool Used for Assessing the Enhancement of 
Threatened Animal and Plant Species, The Swiss Biodiversity Forum (specifying that blue lists are 
used only in conjunction with the red lists), at http://www.biodiversity.ch/ch/index.html (last visited 
July 20, 2002). 

[FN58] . See Swiss Agency for the Environment, Forests and Landscape, Thematic Report on Benefit- 
Sharing, 8-9 (2001) (discussing the need to monitor and regulate access to biodiversity and assure 
fair benefit sharing), at http://www.biodlv.org/world/reports.asp?t=all#S (last visited Aug. 5, 2002). 

[EN59J. See Id. (outlining that the guidelines provide guidance on the fair sharing of benefits). See 
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Generally Swiss Guidelines, supra note 11 (stating that article 1.1 provides for non-discriminatory 
access to natural resources; article 7.2 provides that it is necessary for the government to record 
collected resources and respect the customs and traditions of the local shareholders; and article 8.3 
recommends the sharing of Intellectual property rights between the local shareholders and the 
explorers who commercialize natural resources). 

rFN6Ql See World Summit on Sustainable Development, supra note 1 (remarking that the 
Johannesburg Summit focused on how countries have Implemented Agenda 21 and the CBD). 

rFN611 See TRIPS, supra note 5, art. 27.3(b) (noting that members can exclude from patentability 
Sante and animals, other than microorganisms, and essentially biological processes for the production 
of plants, other than non-blologlcal and microbiological processes). 

TFN621 See generally 3.H. Reichman, The trips Agreement Comes of Age; Conflict or Cooperation 
S ^Th* npyelom m ronntrips. 3? Case W. Res. J. Tnt'l L 441 (2000) (giving an overview of the 
TRIPS Agreement, and considering, specifically some of the positive achievements and negative 
trends In TRIPS since the inception of the TRIPS Agreement). 

rFN631 See TRIPS, supra note 5, art. 65 (providing least-developed countries until 2006, economies 
Intransltlon and developing countries until 2000, and developed countries until 1996 to comply with 
the TRIPS Agreement). 

rFN641 See Id. art. 27 (stating that patents shall be available for any inventions, whether products or 
processes. In all fields of technology, provided that they are new, Involve an Inventive step, and are 
capable of Industrial application). See generally Richard Wilson, Protection of Traditional Medldne, 
July 2001, at 8-10 (emphasizing the Importance of patents for the preservation of traditional 
medicinal knowledge and medicinal plants In developing countries), at 
http://www.cmhealth.org/docs/wg4_paper4.pdf (last visited Aug. 10, 2002). 

rFN65J See TRIPS, supra note 5, art. 27.2 (stating that TRIPS excludes those Inventions from 
patentability to "protect human, animal, or plant life or health, or to avoid serious prejudice to the 
environment"). 

[FN661 . See Id. art. 27.3(b) (stating that members may exclude plants from patentability). 

rfNfizj. See Smith, supra note 4, at 152 (discussing that TRIPS allows countries the flexibility to 
decide whether to protect biological material and process with patents). 

rfNfiSJ. See generally TRIPS, supra note 5 (defining the terms for the patentability of plants and 
biological processing). However, It is unclear what Is the rationale. Id. 

FFN691 See id. art. 27.3(b) (stating that the World Trade Organization shall review the provisions of 
thlssubDaragraph four years after the date of its entry Into force). See also World Trade Organization 
Doha Ministerial Conference, Draft Ministerial Declaration, WT/MIN(01)?DEC/W/1 (Nov. 14, 2001) 
(reporting that the work in the TRIPS Council on these reviews should look at the relationship 
between the TRIPS Agreement and the CBD, the protection of traditional knowledge and folklore, and 
discussing that TRIPS Agreement's development objectives as defined in article 7 should guide the 
TRIP Council's work), at http://docsonllne.wto.org) (last visited Aug. 1, 2002). See generally Matthew 
Stllwell, Review of Article 27.3(b) Center for Int'l Envtl. Law (June 2001) (analyzing the link between 
the provisions of article 27.3(b) and development, and the overlapping coverage of TRIPS and the 
CBD), at http:// www.clel.org/Publicatlons/pubtae.html (last visited Aug. 10, 2002). 

rFN701 See Symposium on Issues Confronting the World Trade System-Summary Reports by the 
Moderators, July 6-7, 2001 [hereinafter Issues Confronting the World Trade System] (discussing the 
issue of divergence or convergence between the CBD and the TRIPS Agreement), at 
http://www.wto.org/engllsh/forums_e/ngo_ e/ngo_sy mp2001_repTRIPS2_e.htm (last visited Aug. 4, 

2002). 
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£Bi21J. See ,d - (noting that TRIPS does not discuss traditional knowledge and indigenous people). 

rFN721 See G. Kristin Rosendal, Impacts of Overlapping International Regimes: The Case of 
Biodiversity, Rev. Multilateralism & Int'l Org., Jan. 1, 2001, at 36 (explaining how TRIPS and the CBD 
overlap because both introduce opposing regulations aimed at the same Issue area), 2flQUtfL 
232Q22Q&. 

[EH23J. See TRIPS, supra note 5 (setting the general goals of TRIPS). 

[B4Z41. See id. art. 27.3(b) (noting that article 27.3(b) reads ambiguously). 

rFN7 5i . see Industrial Property Law of Brazil, Law No. 9279, May 14, 1996 (outlining the amended 
Brazilian patent law in 1996), at http:// www.inpl.gov.br/idiomas/conteudo/law.htm (last visited Aug. 
2, 2002). 

[FN761 . See TRIPS, supra note 5. 

rpN 77i see Robert Sherwood, Intellectual Property In Developing Countries and Judicial Systems, 
and Economic Development (noting that the 1996 industrial property law In Brazil Introduced 
improvements but was not a great advance* and discussing that the system is suffering from 
bureaucracy, inadequate Judicial system, and weak protection of trade secrets), at http:// 
www.kreative.net/lpbenefits (last accessed Jan. 31, 2002). 

[FN781 . See Industrial Property Law of Brazil, supra note 74, art. 18(11) (stating that living organisms 
are not patentable). 

[FN791 . See Id. art. 8 (marking that "anything contrary to morality, decency, public safety, order, and 
public health is not patentable"). Id. at 18(1). 

[FN80") . See Id. art. 10 (determining that discoveries of living organisms are not patentable). 

rFNSil . See Id. art. 10(IX) (stating that all or part of natural living beings and biological materials 
found In nature, or Isolated therefrom, Including the genome or germ plasm of any natural living 
being and the natural biological processes, are not patentable). 

[FJifl2J. See id. (noting that biological processes are not patentable under the patent law of Brazil). 

£ENfi3J. See Arcanjo, supra note 49, at 25 (arguing that patenting of living forms and biological 
processes In Brazil could guarantee entry of private pharmaceutical companies). 

[FN84] . See Switzerland Federal Law on Patents for Inventions, supra note 14 (providing an overview 
of the minimum requirements to accord a filing date and the requirements for patentability). 

[FN85] . See Id. art. 2(a) (excluding inventions contrary to public order and morality from 
patentability). 

[FN86] , See id. art. 1(a) (stating that compounds obtained through non-biological and microbiological 
processes are patentable). 

[FN87] . See id. (observing that the language of article 1(a) is ambiguous). See also WTO Council for 
Trade-Related Aspects of Intellectual Property Rights, Communication from Switzerland, IP/C/W/284 
(June 15, 2001) (outlining the view of Switzerland that countries should have the discretion to 
exclude plants from patentability in their national laws). 

[FN88]. Switzerland Federal Law on Patents for Inventions, supra note 14, art. 7(c) (stating that 
substances or compounds subject of a prior right that have a new use shall be considered new to the 
extent that they are intended solely for such use). See also id. art. 8(3) (determining that if the 
invention concerns a process, the effects of the patent shall extend to the immediate products of the 
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Drocess) See generally A Case for 'Swiss-type* Claims In Indian Patent Act, The Hindu, Mar. 29, 
2001 (reporting that it is necessary to distinguish between a new benefit of a known use of a known 
molecule and a completely new use), at http:// 

www.hinduonnet.com/thehlndu/2001/03/29/stories/0629000a.htm (last visited Aug. 10, 2002). 

[FN891 . See Switzerland Federal Law on Patents for Inventions, supra note 14, art. 7(c) (allowing 
patents for new uses of known substances). 

rFN9Ql See Eversheds National Bioscience Group, 2nd Pharmaceutical use-The Swiss Type Claim 
(Dec 21, 2000) (explaining that the new medical use must be completely new and not simply a 
modification of an existing treatment or a better method for treating a disease), at 
http://www.stepc.gr/~katharak/2nd_ Pharmaceutlca_use.doc (last visited Aug. 10, 2002). 

IENJ9JJ. See Id. (stating that research that results In the second medical use is significant and as such 
is not less worthy of patent protection). 

TFN921 See A Case for 'Swiss-type' Claims In Indian Patent Act, supra note 88 (arguing that the 
%Mss dalm" approach is In use In Malaysia, New Zealand, Switzeriand, and the United States while 
India considers Introducing it In Its patent law because of its significant advantages). 

£F___J. See supra notes 82-90 and accompanying text (outlining the benefits of having patents for 
secondary use). 

rFNQ41 S ee Smith, supra note 4, at 152, 163 (observing that the CBD has "overly broad standards" 
and that the language of article 27.3(b) Is both "sweeping and vague"). 

ITN951 See International Chamber of Commerce Commission on Intellectual Industrial Property, 
TOPS and the Biodiversity Convention: What Conflict (June 28, 1999) (arguing that there Is no 
conflict between TRIPS and the CBD), at 

http://www.lccwbo.org/home/menuJntellectual_property.asp (last visited Aug. 10, 2002). 

fFN 96i see CBD, supra note 4, art. 16(5) (recognizing that Intellectual property rights are Important 
forthe Implementation of the CBD without directly referring to TRIPS). See also Agenda 21, supra 
note 3, ch. 16 (failing to Incorporate Intellectual property protection provisions). 

FFN971 See CBD, supra note 4, art. 16(2) (favoring technology patents, but falling to address patent 
subject* matter). See also Agenda 21, supra note 3, ch. 15 (lacking provisions on patents). 

[-FN981 . See Issues Confronting the World Trade System, supra note 70 (expressing the opposing 
views that the two conventions overlap or that they deal with very different Issues). 

rFN99 1 see World Trade Organization Communication from Switzerland, supra note 87 (highlighting 
that Switzerland favors an adequate protection of blotechnologlcal inventions). See also World Trade 
Organization, Review of the Provisions of Article 27.3(b): Further View of the United States, 
IP/C/W/209 (Oct. 3, 2000) (providing the views of the United States that a patent discovery that is 
isolated and unfound in nature Is patentable). 

r FN 1001 See TRIPS and the Convention on Biodiversity: What Conflict, supra note 95 (asserting that 
TRIPS takes away rights given to developing countries by the CBD). While the CBD assigns 
sovereignty rights in the biological resources on the territory of each country, TRIPS allows patents 
for those resources. See id. 

rFNion . See Kevin McCabe, The lanuar y 1999 Review of Article 27 of the TRIPS Agreement: 
nivprnina VIpws of Developed and D e v elopin g Countries Toward the Patentability of Biotechnology. 6 
h tateJL.£rop._L^4JU_56_(JL998) (stating that TRIPS affects developed and developing countries 
differently). 

rjFJiia21. See id. (outlining the views of developed and developing countries with regards to the 
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revision of TRIPS article 27.3(b)). See also Christopher Mayer, The Brazilian Pharmaceutical Industry 
R nps walking Fmm i P anem« tn Prosperity: will th e New Intellectual Property Law Spur Pomestlc 
Tnu^ment?. l? Tpmp. inf l ft rom p. LJ. 377. 396 i 1998) (noting that if patent protection had been 
in place for medicines, then sales by U.S. pharmaceutical companies in Brazil would have increased 
by almost fifty percent). 

fFNlQ31 See C.F. [Constitution] art. 225 (Braz.)(1988) (amended in 1993) (dedicating one entire 
chapter to environmental protection), at http:// www.unlwuerzburg.de/law/brOOOOO_.html (last 
visited on Aug. 10, 2002). See also Bv. Cst. Cost. Fed. [Constitution] arts. 73, 74, 77, 78, 120 
(Swltz.) (1999) (modified in 2001), at http://www.swissemb.org/legal/const.pdf (last visited July 21, 
2002) (addressing Issues such as protection of the environment, forests, nature and cultural heritage, 
and gene technology In the non-human field). 

rFN104l See C.F. art. 225 (Braz.) (stating that all persons have right to an ecologically balanced 
environment). See also Bv. Cst. Cost. Fed. art. 73 (Swltz.) (noting that the Confederation and the 
Cantons shall strive to establish a durable equilibrium between nature, In particular Its capacity to 
renew itself)- 

rFN i051 see C.F. art. 225 (Braz.) (declaring that the government and the people of Brazil must 
Seseive and country's rich biodiversity). See also Bv. Cst. Cost. Fed. art. 74 (Swltz.) (articulating 
that the Confederation has the duty to legislate on the protection of Swiss people and their natural 
environment against harm and nuisance). 

fwiQfQ. See C.F. art. 225(1)(II) (Braz.) (stating that the government of Brazil must preserve the 
country's rich natural resources and must supervise entities engaged In research and handling of 
genetic material). See also Bv. Cst. Cost. Fed. art. 120 (Swltz.) (providing that the Swiss 
Confederation shall legislate on the use of genetic material of animals, plants, and other organisms, 
and establishing that In doing so it shall consider the dignity and security of men, animals and the 
environment). 

[PN1071 . See Bv. Cst. Cost. Fed. arts. 77, 78(4) (Swltz.) (stating that the government and the people 
of Switzerland shall protect forests and endangered species from extinction). See also C.F art. 225(1) 
(VII) (Braz.) (providing for the protection of flora). 

rF__Q_l. See Bv. Cst. Cost. Fed. art. 78 (Swltz.) (stating that the Confederation shall preserve 
natural cultural, and historical monuments and should take into account public Interest). See also 
C.F. arte. 225(1)(II)& (VTJ)(4) (Braz.) (preserving the Integrity of the country's natural resources and 
enlisting the territories that are part of the national patrimony). 

[FN 1091 . See supra notes 98-100 and accompanying text (discussing how the constitutions of Brazil 
and Switzerland demonstrate both countries' concern about the protection of the environment). 

[EMllOJ. See generally supra notes 101-107 and accompanying text (analyzing the constitutional 
biodiversity legal protection in Brazil and Switzerland). 

[FNlll] , See id. See infra notes 112-23 and accompanying text (comparing richness of 
pharmaceutical biodiversity In Brazil and Switzerland). 

[FN11 2]. See Swiss Agency for the Environment, Forests and Landscape, Clearing House Mechanism 
Biodiversity Switzerland at a Glance/Geography/Alps-The Swiss Alps (mentioning that forests in the 
Alps Include mainly conifer trees above 1,000 meters), at 

http://www.buwal.ch/nachh/chmZe/ch/geo/geo_ alps.htm (last visited Aug. 7, 2002). 

rfNjJLaj. A Summer Holiday in the Alps, Deutsche Presse-Agentur [Munich], June 11, 2002 
(highlighting that the Alps are a special region of culture and nature), LEXIS, News Group File. 

rFN114] . See Bernhard Schmidt, State and Development of Biodiversity in Switzerland, Instltut fur 
Umweltwissenshaften (stating that Switzerland is one of the European countries with the highest 
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biodiversity), at http:// www.blodlversity.ch.ch.index.html (last visited Aug. 5, 2002). 

[FN 11 51 . See id. (observing that Swiss people recognize the unique natural heritage of the Alps since 
an early age). 

[FN1161 . See Id. (asserting that Switzerland is perhaps the only country in the world with a high 
population density, large economic activities, and rich biodiversity). 

£00121. See Sturm, supra note 27 (discussing the rich biodiversity in the Brazilian rainforest). See 
also Charles Clover, Drugs Companies Are Told To Pay for Plant 'Plundering,' The Daily Telegraph 
(London), Apr. 18, 2002 (reporting that trade in medicinal plant products is worth 23 billion British 
pounds per year, and asserting that drugs and perfumes companies plunder plants In developing 
countries without paying compensation to the countries where those natural resources originate), 
LEXIS, News Group File. 

[FN1181 . See Amazonia in Numbers (providing biodiversity data about the Brazilian Amazon 
rainforest), at http://www.bloamazonia.org.br/numerose.htm (last visited Aug. 1, 2002). See also 
First National Report of Brazil, supra note 8, at 12-13 (estimating the value of biodiversity In Brazil to 
be much higher than the country's GDP). 

[FN 1191 . See Amazonia in Numbers, supra note 118 (noting that the Brazilian Amazon forest contains 
somewhere around one-forth of the world's plants). 

rFN_l2QJ. See Corazza, supra note 9, at 1 (discussing the plague of biodiversity In the Brazilian 
rainforest). The Brazilian Amazon forest has thirty percent of all the superior plants In the world. See 
Id. International companies exploit the natural resources of the Brazilian Amazon forest for profitable 
purposes. See id. 

[FN1211 . See Reuters News Service, Axel Bugge, Brazil Amazon Destruction Down But Still Alarming, 
Planet Ark, June 13, 2002 (mentioning that the rate of forest destruction In the Brazilian rainforest 
worries environmentalists), at http://www.planetark.org/dallynewsstory.cfm/newsld/16404/story.htm 
(last visited Aug. 5, 2002). See also Janelle Kellman, The Brazilian legal Tradition and Environmental 

Pmtertlon: Friend or Foe. ?S Hastings In fr'l ft Comp. L. Rev. 145. 148 (2002) (diSCUSSlng that 
agricultural uses and road building are among the main factors behind the depletion of the Amazon 
forest). 

[FN122] . See Bugge, supra note 121 (providing information about the rate of destruction of the 
Amazon rainforest In Brazil from the National Institute for Space Research). 

[FN 1231 . See id. (highlighting that the government has a vital role to play in the protection of the 
natural environment In Brazil). In 2000, fires In the rainforest decreased due to increased government 
monitoring. See id. 

[FN1241 . See Corazza, supra note 9, at 3 (noting that a North-American company has catalogued 
over 7000 Amazon plants without paying anything for their gathering). 

[FN 1251 - See David Tilford, saving the Bl ueprints: The International Legal Regime for Plant 
Pfflqi irm ?n rase W. P»« J int*' 373. 428 ( 1998) (arguing that the CBD recognizes the right of 
developing countries to demand compensation for their natural resources). 

[FN 126], See Naomi Roht-Arriaza, Of Seeds and Shamans: The Appropriation of the Scientific and 
TwUnttrt Knowled ge of in digenous and Local Communities. 17 Mich. J. Int'l L 91 9 . 9 28 ( 1996) 
(stating that consulting Indigenous people could be very Important for the discovery of new plant- 
derived drugs). See also JoAnn Kawell, Report on Science and Technology, NACLA Report on the 
Americas, Mar. 1, 2002, at 1-2 (stating that local experts are the best source of knowledge about 
which plants should be screened), 700? WL 12669949- 

rjEN_122]. See Kimberly Johnson, The Benefits of Studying Medicinal Plants and Eth no botany, 
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Biodiversity and Human Health (discussing that the use of medicinal plants has a long history and 
people continue to use plants as a source of medicinal cure today), at http:// 
www.wms.org/biod/value/medplants/med_plants2.html (last visited Aug. 10, 2002). 

[EN1281. See id. (noting that medicinal plants have had a wide use in Europe and that the writings of 
Theophrastus Bombastus von Hohenheim remain a landmark). 

rFN12ai See Lucy Hoareau and Edgar DaSilva, Medicinal Plants: A Re-Emerging Health Aid, 
Electronic Journal of Biotechnology, Aug. 15, 1999, vol. 2, No. 2 (explaining that interest In medicinal 
Dlants has re-emerged as a result of the rising costs of prescription drugs and bloprospecting of new 
plant-derived drugs), at http://www.eJb.Org/content/vol2/issue2/full/2/ (last visited Aug. 10, 2002). 

[FN 1301 . See Id. at 4 (mentioning that the adonis vemalls is specific to Switzerland, Sweden, and 
Germany). 

rFNi3!1 see Thyme, Healthnotes Online (describing the traditional medical uses of thyme to treat 
bronchitis and gingivitis), at http:// 63.65.255. 14/Thyme.htm (last visited July 31, 2002). 

rPNi321 See Horehound, Healthnotes Online (reporting that horehound is a cough suppressant and a 
bitter digestive tonic), at http:// 63.65.255.4/Hore hound.htm (last visited July 31, 2002). 

rFNi331 . See Alesandra Dalevi, Green Piracy, Brazil (noting that in Brazil there is a boom of natural 
medicine and that Brazil ranks second In the world after India In the use of natural medldne for 
treatment), at http:// www.brazll-brasll.com/cvrjul97.htm (last visited on June 14, 2002). 

[FN1341 . See Id., at 9 (noting that in Brazil two thousand pharmacists produce 3,000 medicinal 
formulas using minerals, animals, and plants). 

rFNl351 See Antonio Guedes & Maria Sampaio, Genetic Resources and Traditional Knowledge In 
BraznTBrazlllan Agrlc. Res. Corp. Oct. 30- Nov. 1, 2000 (stating that about 400,000 native Indians 
live In Brazil today In 215 ethnic groups and that they speak 180 different languages), at http:// 
rO.unctad.org/trade_env/testl/openFl.htm (last visited Mar. 14, 2003). 

[FN1361 . See Corazza, supra note 9, at 4 (mentioning that the Body Shop uses oil of Brazilian nuts 
for its creams and shampoos). 

fFN!371 . See Id. (noting that Aveda produces cosmetics from the plant urucum). 

[FN1381 . See Id. (stating that pau-rosa is on the list of endangered species). 

[FN139] . Alessandra Dalevi, supra note 133, at 7 (reporting that shamans already researched about 
7000 plants before indigenous people brought to their attention Important medicinal plants). 
Shamans could make significant contributions to the pharmaceutical Industry. Id. 

[FN140] , See Conserving Indigenous Knowledge- Integrating New Systems of Integration, UNDP, 
CSOPP, at 2 (comparing plant biodiversity among countries and placing Brazil on the top of the chart 
with 55,000 species of plants), at http://www.undp.org/csopp/CSO/NewFiles/doclknowledge2.html 
(last visited Aug. 5, 2002). 

[FN141] , See supra notes 140-44 (discussing medicinal uses of Brazil's tropical plants). 

[FN 142], See Dalevi, supra note 133, at 1 (asserting that costs of researching medicinal plant uses 
are much less than the costs associated with the production of new synthetic drugs). Salegen is a 
medicine produced in the United States from medicinal plants found In Brazil. Id. 

[FN143] . See id at 2 (stating that American foreign companies that conduct bloprospecting in Brazil 
could have saved much valuable research time if they knew the meanings behind the Indian names of 
the herbs). 
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f f n 1441 See id at 2 (believing that foreign pharmaceutical companies unfairly exploit Brazil, 
according to Darrell Posey, Director of the Program for Traditional Resource Rights at the Oxford 
Center for the Environment In the United Kingdom and Researcher for the Brazilian National Council 
for Science and Technology). 

JTNJASJ. See Id. (stating that $5.4 billion do not go to indigenous people around the world to 
compensate them for their traditional knowledge). 

[ENJL46J. See Id. (noting that Brazil receives 0.001 percent from the commercial utilization of Its 
medicinal plants). 

TFN1421. See Dalevl, supra note 133, at 3 (Professor Laymert Garcia from the University of the 
Campinas in Sao Paulo saying that bloprospectors take advantage of the lack of permanent legislation 
to regulate commercialization of biodiversity). 

rFN1481. See Brown, supra note 39 (explaining that Brazil Is the world leader In some types of cancer 
research, but dialogue among Industry, the scientific community, and the government Is difficult). 

rFN149J See Id. (asserting that Brazil's research science is on the cutting edge and "the potential for 
human medicine Is huge"). However, the lack of partnership between the private and public sector in 
Brazil has damaging consequences for the commercialization of Brazil's rich medical plant resources. 
See id. 

rfjusoj. See Id. (highlighting that If clear rules continue to be lacking, business opportunities will 
decrease). 

TFNISU See Guedes & Sampaio, supra note 135, at 3 (stating the necessity of guidance on how to 
trStement the provlsionary law and that the National Research Council, the government agency that 
previously authorized international scientists to collect genetic resources, awaits a clarification of the 
rules). 

f FN1521 See Brown, supra note 39 (assessing that the outcome of the Novartis deal has negative 
consequences for the future development of the biotechnology sector in Brazil). As a result, there are 
many designed projects, but little investment. See Id. For Instance, FIR Capital Partners, a smaM 
biotechnology company In Brazil, has a $75 million Investment fund and plans to spend one-third of It 
for biotechnology projects. See Id. However, the firm Is reluctant because the government of Brazil 
lacks consistency In its actions and permanent biodiversity laws do not exist in Brazil. See Id. 

[FN1531 . See Id. (estimating that other companies will also remain reluctant to sign contracts In 
Brazil, because the Brazilian government falls to enforce contracts). 

rFN1541 See Brown, supra note 39 (detailing that a board member of BloAmazonia denounced the 
ccStraS'and the government of Brazil cancelled the deal under the growing pressure from 
environmental groups). 

rFN1551 See id. (quoting the CEO of Novartis Pharma that Novartis "would not contribute a nickel" 
towardthe Biotechnology Center in the Amazon). See also Larry Rohter, Brazil Moves to Protect 
jungle Plants from Foreign Bloplracy, N.Y. Times, Dec. 23, 2001, Al, at 4, col. 3 (reporting that many 
pharmaceutical companies and laboratories hesitate to sign bloprospecting agreements in Brazil after 
the Novartis contract failed apart), LEXIS, News Group File. 

rFN!561 See supra notes 138-53 and accompanying text (demonstrating that foreign companies 
express no Interest In signing cooperation agreements with the Brazilian government because laws in 
Brazil constantly change and it Is difficult to overcome the mutual distrust between foreign 
researchers and the Brazilian government). 

r F Ni57] , See Geoff Dyer, Brazilians Hope to Turn Plants into Profits: Biotechnology Can Make Money 
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fmm the Rainforest, but Will Any of the Profits Stay in the Country?, Fin. Times (London), Aug. 28, 
20ol at S MM I that the value of Brazil's biodiversity is about $2 trillion, nearly four times 
Brazil's annual GDP), LEXIS, News Group File. 

rFNisai See Andrew Revkin, Biologists Sought a Treaty; Now They Fought It, N.Y. Times, May 7, 
2^2 atV^otee^lng that the CBD seriously impedes biologists' efforts to explore new biological 
resources), LEXIS, News Group File. 

TPN15Q1 See id (giving an example how criminal penalties might be severe, and explaining that the 
K^PdlcVof BrazH arrested an American scientist who studied the Amazon forest and seized his 
collection even though he had all the necessary visas). 

rcMiAOi see id (mentioning that a German botanist pursuing a science doctorate degree at Yale 
fSSfSiv ^udledXteXe Brazilian Amazon when regional newspapers announced that she was 
SectTn^glSetS : material In order to develop new drugs). The resulting difficulties forced her to 
abandon her research. See id. 

rPNifiil See Dalevl, supra note 133, at 11 (mentioning that the military of Brazil keeps foreigners 
£E ?^' 0 tSSI? to s alsoMark Stevenson, China, Brazil, India, 9 Other Nations Form Alliance 
? Ut ,*J^£E£ Ablated Press Feb. 18, 2002 (reporting that the new alliance against bioplracy 
t^JS^'^S^^^ °" patenting and a fairer benefit-sharing mechanism), 
LEXIS, News Group File. 

rcMifi-M c ee Dalevl supra note 133, at 11 (stating that the nationalist movement believe that the 
e^forefcS SntlsteTn the Amazon forests Is against the country's national security and 
indicating that their motto is "Fight for the Forest"). 

rFNi631 See Bioplracy in Brazil (noting that Selva Viva, an NGO created by a Swiss citizen, was 
SSSto Surt by the ocal Roman Catholic Church in Brazil for Illegally stealing Indigenous 
brought to court oy_ cn * '£ a ' ^ cr1 mlnal case resulted from a law implemented In the state of 
Tc™ lT* p^S l t£X^Zim~ harsh penalties against foreigners who da.m rights in 
fhe Amazon forest), at http://www.dmac.co.uk/gen/a-sblo.html (last visited Aug. 9, 2002). 

TFN1641 See supra notes 156-61 and accompanying text (analyzing how harsh visa restrictions, 
JSSallstlc tension, and severe criminal penalties In Brazil hinder Innovation). 

£00651. see First National Report of Brazil, supra note 8, at 160 (discussing the latest changes In 
the Brazilian intellectual property legislation). 

£ENJ£fil. See Key Facts, supra note 9 (providing statistics about Brazil's investment in scientific 
research and development). 

rFNi*7i see Gerald Mosslnghoff & Ralph Oman, The World Intellectual Property Organization: A 
U^iS f luccessltory, 160 World Aff. 104, 105 (1997) (dl scusslng the successes achieved by 
thi w«ri3 in?ellectual Property Organization in Geneva). See also Alan Holmer, Patent Protection Is 
Kev USA TodaiTSS £ 2001 (emphasizing that strong patents give research -based companies the 
uSiSm to ^^nvestthe average $500 million needed to discover and develop each new drug), at 
hto-//w^ usat^aw ncoppf.htm (last visited Aug. 10, 2002). See 

Se?e^To'hn ^ na fnr 

^llHon.^ Lp Y it^&n*** (stating that a nation's patent law is its cornerstone for 

economic development). 

fFNisai . see Verma, supra note 2, at 4 (highlighting that Intellectual property rights protection Is 
crucial for Investment decisions of businesses). 

railfiai. See Stevenson, supra note 15, at 1152 (emphasizing that trade secrets could be used as an 
intellectual property tool to protect traditional medicinal knowledge). 
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r FN 1701 See Edwin Mansfield, Intellectual Property Protection, Foreign Direct Investment, and 
Technology Transfer, at 21 (presenting empirical evidence between the respect and disrespect for 
oatents by the developing countries and foreign direct investment flow by developed countries to 
those developing countries), at http://www.ifc.org/economics/pubs/discuss.htm (last visited Aug. 11, 

2002). 

rFNlZll See id (concluding that strong patent protection fosters larger foreign direct investment). 
Seelalso Keith Maskus, intellectual Prop ert y Rights a nd Economic Devel o pment, 32 C a se W, Re s, J, 
Int ., i _71 404 (20001 (discussing that intellectual property protection is very important for 
development- however, the cost of administration and enforcement of intellectual property rights 
could be burdensome as developing countries Implement stronger intellectual property systems). 

TFN1721 See John Thomas, An Examination of the Issues Surrounding Biotechnology Patenting and 
i§Effect Upon Entrepreneurial Companies, CRS Report for Congress, Aug. 31, 2000, at 7 (noting that 
the biotechnology Industry is known for the heavy expenditures on research and development and a 
reliance on patent protection). 

rFN1731 See Viana, supra note 8 (stating that data from the National Institute of Industrial Property 
inBraSl demonstrates that In 1999, after the 1996 Patent Law came Into effect, the number of 
patents granted in the biotechnology pharmaceutical Industry has risen on average twenty percent a 
year). 

rFN174l See World Health Organization, World Health Organization Medicine Strategy 2002-2005 
(2002) (discussing the widespread use of traditional medicine and ethnoblological knowledge, the 
international legal framework for access to traditional medicine, as well as the International and 
national resources for traditional medicine), at http:// 

www.who.lnt/medldnes/llbrary/trm/trm_stratL.eng.pdf (last visited Aug. 11, 2002). 

[FN1751 . See RevWn, supra note 158, at Fl (adding that in 2000, Brazil stopped exports of biological 
samples from the Amazon forest even to Brazilians working abroad). 

rFN1761 See id., at Fl (reporting that a researcher from Singapore abandoned a project In the 
Brazilian Amazon and moved his research to a different country, where he received better treatment). 

[FN1771 . See Swiss Guidelines, supra note 11, art. 3(1) (favoring a fair and equitable sharing of 
genetic resources). 

[FN1781 . See Id. art. 11(2) (noting that the government should issue access permits within a 
reasonable time and should facilitate access to genetic resources). 

[FN1791 . See Id. arts. 6, 7, 8 (Including guidelines about responsibilities of users and providers during 
and after the research process). 

[FN1801 . See Id. See Infra notes 181-83 and accompanying text (recommending that the provisions 
from the Swiss guidelines could be pertinent to Brazil). 

[FN1811 . See Swiss Guidelines, supra note 11, art. 1(1) (denoting that access to natural resources 
should be non-discriminatory). 

£FJ5U__J. See id. art. 7(4) (noting that the Swiss guidelines do not require that foreign companies 
perform their research in Switzerland). 

[FN 18 3] . See id. arts. 10, 11, 12 (noting that donors should cooperate with other stakeholders to 
foster collaboration in the collection of genetic resources). 

[FN184] . See Id. arts. 8(2), 8(3) (highlighting that sharing of intellectual property assets is not a 
requirement). 
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IEN1S51- See id. art. 15(1) (encouraging the use of a mediator during the negotiation of mutually 
agreeable contract terms). 

[EN18CQ. See Id. See infra notes 187-88 and accompanying text (outlining how ecotourism should 
becorne part of the draft law in Brazil). 

[ENJjazi. See First National Report of Brazil, supra note 8, at 181 (discussing the use of ecotourism in 
Brazil). 

rFNlSSl See Laurie Goering, Brazil Wants Cut of Biotech Firms' Jungle Plunder, Trlb. Company, July 
6 1999 (stating that tourists take away plants and act as biopirates in the Amazon), at http:// 
forests.org/archlve/brazll/blotechs.htm (last visited Aug. 5, 2002). 

[FJ418JSQ. See supra notes 186-88 and accompanying text (Implying the Importance of ecotourism for 
the protection of the environment). 

[fniqoi See Mae-Wan Ho, Brazilian Shamans Denounce Blopiracy, ISIS News, no. 13/14, Feb. 2002 
rdteeusslng the Increasing concern among Indigenous people In Brazil about blopiracy), at 
nttD-//www.l-sls.org.uk/lsisnews/I-slsnewsl3- 16.php (last visited Aug. 10, 2002). See also Corazza, 
supra note 9 (reporting that biopirates arrive on tourist visas and that It Is not easy to catch them). 

TFNiaH See National Report of Switzerland, supra note 52, at 39-42 (mentioning that tourism In 
Switzerland ranks third In exports and one person out of eleven works In the field of tourism). 

rFN1921 See "Code of Conduct" to Rein In Tourists, Save the Earth, Deutsche Presse-Agentur, May 
2272002 (stating that Switzerland, Austria, and Germany are the three countries "world champions of 
travel"), LEXIS, News Group File. 

[041231. See National Report of Switzerland, supra note 52, at 39 (discussing the government 
objectives to adapt regional tourism to the ecological and landscape problems). 

r fn 1941 See "Code of Conduct" to Rein In Tourists, Save the Earth, supra note 192 (stating that 
DrinciDtes of ecotourism apply equally In rich and poor countries). Tourism guidelines are necessary 
since the number of tourists In Europe and Latin America Is expected to double over the next decade. 
Id. 

rFN1951 See Valerie Boisvert & Armelle Caron, The Convention on Biodiversity: An Institutlonallst 
Perspective of the Debates, 39 J. Econ. Issues 1, Mar. 1, 2002, at 11 (arguing that the current 
restrictions on access to biological material In Brazil have their limits and stating that those measures 
would further Increase the problems), 7002 WL 17669311. 

r FN 196 1 See supra notes 80-89 (explaining how the "Swiss claim" approach works in Switzerland and 
Its advantages). See generally Teresa Scasa, Patents for Second Medical Indications and Their 
Potential Impact on Pharmacare In Canada, 9 Health L.J. 23 (2001) (discussing that "Swiss type- 
claims have been adopted In Switzerland, the United States, the United Kingdom, Sweden, and 
Germany). 

[FN 1971 - See A Case for "Swiss-type" Claims In Indian Patent Act, supra note 88 (discussing how 
the "Swiss daim" patents work). 

[FN 1981 . See id. (discussing the significance of "Swiss daim" patents). 

r fn 1991 See Rolf Auf der Maur, Introduction to Swiss Intellectual Property Law 22, (vol. 3 (1995)) 
(providing a brief overview of Swiss copyright, patent, trademark, conflicts of law, and civil procedure 
laws), available at http:// www.baerkarrer.ch/4publicatlons/4_3_3cont.html (last visited Aug. 11, 
2002). 

[FN200]. See supra notes 195-199 (implying the significance of "Swiss daim" patents to protect 
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environmental resources). See also Jane Calvert & Greg Lynch, The Swiss-Style Claim Saga* Is this 
the End?, Patent Prose, Jan./ Feb. 2000 (mentioning that "Swiss type" patents are favorable to 
scientists and companies involved in research to find new medical uses for compounds already known 
to have pharmaceutical properties), at http:// www.bsw.com/articles22.html (last visited Aug. 10 
2002). 

[FN2011 . See Patents for Methods of Medical Treatment of Humans (emphasizing that a "Swiss claim" 
enables second medical uses to obtain patent protection), at 

http://www.med.govt.nz/buslt/int_pro #P556 133581 (last 

visited Aug. 10, 2002). 

[FN2Q21 . See id. (asserting that in the absence of "Swiss claim" patents, discoverers of second 
medical have no incentive to Invest in second medical uses, because cost of research is high and 
benefits are low). 

[FN2Q31 . See Swiss Clearing House Mechanism Biodiversity/ Red Lists/ Introduction, supra note 13 
(discussing that Switzerland has introduced the red lists for endangered species and is presently 
implementing a red book on tourism). 

[FN 204] , See id. (explaining that red lists provide Information about endangered species). 

[FN2051 . See Gigon, supra note 57 (analyzing the significance of the blue lists to increase efforts to 
protect the environment). 

[FN2061 . See id. (describing the positive effect of the concurrent use of red and blue lists in 
Switzerland). 

[FN2071 . See Brazil Sees Promise in Jungle Plants, But Tribes See Peril, supra note 39 (noting that 
Brazil recently created a centralized bank to store traditional knowledge and explaining that to use 
that information a researcher must pay fees). 

[FN208] . See Industrial Property Law of Brazil, supra note 75, art. 11(1) (stating that an invention is 
not new if it comprises everything made available to the public, by means of written or oral 
description, or in any other way before the filing date of the patent application). 

[FN209] . See Caroline Ryan, Patent to Protect Ancient Knowledge, BBC News, Feb. 19, 2002 (stating 
that the Indian government created a Traditional Knowledge Digital Library to record traditional 
treatments and prevent them from being patented as novel ideas, and that this new creation could be 
a model for countries in Latin America), at http://news.bbc.co.uk (last visited Feb. 19, 2002). 

[FN210] . See Brazil to Map Potential Medicinal Plants, Reuters, Feb. 25, 2002 (stating that IBAMA has 
created the database of medicinal plants to prevent commercial use of the plants outside Brazil), at 
http:// www.ictsd.org/biores/02-03-07/lnbrief.htm (last visited June 12, 2002). 

[FN211] . See supra notes 180-83 (implying that red list classification could work well In Brazil). 

[FN212] , See supra notes 182-83 (highlighting that blue lists in Brazil could encourage decision- 
makers and the public to improve further their nature conservation efforts). 

[FN213] . See id. (deducing that the positive effects of red lists in Switzerland could apply in Brazil). 

IEM2L4J. See supra notes 129-60 (analyzing why Brazil presently does not yield benefits from the 
commercialization of its medicinal plant resources). 

[FN215J. See supra notes 161-77 and accompanying text (recommending that Brazil make its 
medicinal plants more accessible to scientists). 

[FN216]. See supra notes 189-93 and accompanying text (recommending that Switzerland adopt the 
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"Swiss daim" patents). 

[FN2171. See supra notes 171-76 and accompanying text (encouraging Brazil to incorporate 
ecotourism clauses in its draft law). 

[EH2131- See supra notes 180-90 and accompanying text (suggesting that "red lists" could be vita 
for protection of pharmaceutical biodiversity in Brazil). 

[EN219J. See supra notes 95-128 and accompanying text (establishing the basis for comparison 
between Brazil and Switzerland and why the Swiss model could be adaptable in Brazil). 

{EM22Q1- See Michael Huft, Indigenous Peoples and Drug Discovery Research: a Question of 
Intellectual Property Rights. 89 Nw. U.L. Rev. 1678. 1690-91 (1995) (stating that during the last 
decade medicinal plants have become an important source for plant-derived drugs to treat various 
forms of cancer). 

END OF DOCUMENT 
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I. INTRODUCTION 

The patentability of methods of medical treatment is a developing issue worldwide. The issue eludes 
an easy solution due in part to its dual roots in patent law and med.cal law. The issue Is further 
complicated by numerous ethical considerations surrounding the patenting of methods of medical 

A^n™ lys's of the pertinent issues involved brings together two very different areas of Jaw^ patent 
£w and medical law. JTNjQ Patent law generally concerns property, its protection and the revelation 
o^ nlw technology. A ba^kftenet of patent law is ownership and the ability to exclude as a reward for 
revealing an inventor's new technology. IM21 A fundamental trait of patent law is its reliance on 
economic motivation and reward as a means to encourage innovation development and 
dissemination of technology. It is this trait which distinguishes patent law from medical law the most 
MeS law, by contrast, has its origins in the Hippocratic Oath. A primary goal of medicine is not the 
mnov^tioTand development of technology, but the preservation of human life In pursuit of this goal, 
ohvsTcians have routinely shared new advances in the art of medicine. [FN3J Furthermore, med.cal 
law is not confined to a statute, but is governed largely by ethics. £FN41 
It is the object of this article to categorize and define generally the various methods of medical 
treatment, and to provide a glimpse into the *382 legal environment regarding patentability of 
methods of medical treatment in selected areas of the world. 
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Slvbeftirt^divided into those that are surgical and non-surgical. An appropriate definition for 
therapeutic treatment may be borrowed from European case law, where extensive review has 
produced consistent terminology. IFN51 Accordingly, "therapeutic treatment" may be defined as a 
course of care undertaken with the "intention to Improve the health of the human or animal £FN£ 
being treated." IFNZ1 More specifically, "therapy" may be defined as covering "any treatment which is 
designed to cureTalleviate, remove or lessen the symptoms of, or prevent or reduce the Poss^ntyof 
contracting any disorder or malfunction of the human ^^^^ 



ft^fcfn'e^fo^^ 
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SS^nt^aTbedefined as treatment of a body in a manner distinctly non-therapeutic In nature, or 
treatment not directly relating to improving the health of the human or animal be.ng treated. IQUJJ 
Diaanostic methods generally include those methods "... in which the examination, i.e., both the 
d^etermfnatSn of the present state of health *383 and the symptoms of illness, is carried out directly 
on Tal body " rFN121 or in a purely medical sense, the "... recognition, differentiation and 
tocaii'zat on of pathological conditions." £04111 These categories and definitions will become important 
when lazing the patentability of methods of medical treatment in selected areas around the world. 

Ill ISSUES AND CONSIDERATIONS AFFECTING THE PATENTABI LTTY OF METHODS OF 

MEDICAL TREATMENT 

Theoretically, the art of medicine is not motivated by economics. However, that is rapidly changing. 
For example, in the U.S., the onslaught of managed healthcare in recent years wh.le promoting 
efficient and reduced medical costs, has also caused a decline in physician salaries and independent 
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mo rfir a i iudaement r FN 141 Many of the ethical arguments lodged against patenting methods of 

J« irfSnt arebeSmina less important with the new wave of managed health care, especially 
E^e U s tf^i^lS^^malnlng which have shaped and continue to shape the 
,n the U.S. Yet i there stnr are vana f t t |aw and medica , , aw< Many of thes e 

methods ,n P ce these methods do not generally involve 
issues lenu ' L fhprpfore reDresent an inventive idea in its most abstract form. 

OnVissue ^sur^undtng iep^ST^ods of medical treatment concerns the Innovation of 
SlS?^^ A benefit conferred by patent law is the encouragement of mvestnrient in 

^!ol?rh1nd feSfooment rFNlSI By conferring upon a developer of an invention a fixed period to 
*e?^r f ihSSe to recoup the initial expenditure used for the invention's 

^nw^vpcuaaested however, that the promise of patent protection is unnecessary to attract 
Search «55ff& meS field. Indeed, the American Medical Association has stated this position 

Sne the argument that the patenting of medical processes is necessary to enable and promote 

}^^^£!^^^^^^^ in the rea,m of medical p rocedur * s - In add i tion ' 

S£££ oatent fcan provide economic benefits to inventors, the medical field has, oyer the years, 
^bM^Simal system of rewards including recognition , and respect for discoveries 
through the publication of findings in respected medical journals and other media. £EfOfiJ 
Similar views are echoed by an Australian commentator, who writes: 

t lhe economic Argument is indeed a strong one in its terms, but it suffers from one vital defect, 
nimol! the Absence of empirical data to support it. It is simply no more than the barest of 
Shesis There is of cTurse also little or no empirical data to support the proposition that research 

Sff£SS^^l?i^ methods of medical ^^J^S^A!^ ma ° ner 

thP same dearee without a patents incentive as they would with one. JBUZl 

Sfe views expresSS by these commentators downplay the fact that often "the evil sough to be 

£ a-. = mEw on a healina art--ls a necessary pre-condition for the good sought-the specific 
SSSi'iS meS^s^ence ' ^SlU An example may be drawn from the Surrogate Embryo Transfer 
^^^^c^TSi£^ln^ a procedure whereby an embryo from a donor women's 
Lnmb iftraSS to the womb of an intended recipient. [FN 191 The technology was financed by 
^S^S^Sw^t!r^ after the National Institute of Health declined to fund the project. 
™im5?tt£ rtJlJ^Smt protection, It is unlikely that SET technology would have developed. 
{351 Conc^edly mediS research and innovation would still continue without the assistance of 
pSprotertion, buTas the current trend favors managed health care, competitiveness and 

f 0n0m !f. a m d ZaTconsS of medical treatment '» 

fneTs mTntt the medica. community has promoted the free flow of 

f^rmiinn *385 through the publication of findings in journals. [FN221 Opponents of method of 

SS r to obtain a Datent in many areas around the globe, there is usually a requirement of 
enablement ° To mee? the enablement requirement, typically the invention must be ^dequate.y 

I ?£1a e, rh i-hat a nerson skilled in the art or profession would understand it. The lack of an 

may lead to inadequate disclosure and less dissemination 
enablement W^™^^™ . inventions get published in medical journals. [EN2U 
SuSSn 7m^J^«Sla?y S5e quickes? and most efficient method of disseminating 
i^^S bStlnSa^ disclosure may result. Additionally, as managed health care assumes a 
nformat ion, bu^t inaaequaie r organizations may choose, in the absence of patent 

larger role ' n ^fX*^ by practicing it in secret in order to prevent 

w ™ad°usT ^ ffHBl This will force many to ; see^ trade 

s^cretTratertion as the only means of protecting their propriety interests in technology. [FN3QJ The 

^•//™>h9 w^tlaw Wresult/d 0 cumenttext.aspx?cfid=l&rltdb=CLID 8/7/2005 
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use of trade secret protection frustrates the goals of both patent law and the medical profession in 
i-hat dissemination of new medical technology is arrested. 

A thlrd Sue arises concerning the accessibility of patented methods to physicians. A general concern 
fs that patenting methods of medical treatment may lead to unavailability of a method due to a 
oatentee's *386 unwillingness to license it. This may lead to situations in which a pat.ent w.ll not 
Sve the best medical care available. This view is best illustrated by the comments of Sheppard, J., 

yn^notaoina too far, I think, to say that the Court should not contemplate the grant of letters 
oatint whPch wVuW give to one medical practitioner, or perhaps a group of medical practitioners a 
mnn^v ove/for example, a surgical procedure which might be greatly beneficial to mankmd. Its 
^SS^UO^^SSaSSh or unnecessary suffering of countless people. I cannot think that this s 
really lat th^ as a whole would seek to achieve. Its whole history is a denial of 

Siho^Ti^posShat insufficient access may result from a patentee's unwillingness to .grant 
Senses it is unlikely to occur. [FN321 In an industrial setting, a manufacturer can be a sole licensee 
and Tdo auto we On the other haWa medical practitioner patentee would find it unprofitable not to 
arartliinses^ money is a concern. As a matter of economics, a medical practitioner who holds a 
Paten ?n medial method may find it difficult to treat a large number of people over an expansive 
aref If the practitioner were to license the method, the practitioner could max.rn.ze his or her 
fnlome In th s situation, medical ethics and economics would favor a patentee granting multiple 
llcenTes Alternatively, if the practitioner is located in a small country, he or she may be less likely to 

SSMSS fn^S of interest that could occur If a physician is a 

Mcensee of a particular method of treatment. As suggested by some commentators, it would be in the 
nhtrsidan's financial interest to recommend the licensed method over others that may be as effective, 
hnMiir e ^ens^e Alternatively, if the physician is not a licensee, the temptation may ar.se 

the better method in order to avoid licensing fees [ENMl 
Proponentsof medical treatment method patents point out that physicians have a duty to tell the 
«2Kr* «iith« alternatives when discussing a course of treatment, as well as a fiduciary and ethical 
C S ^S^S^S^ best interest. £EI435J A failure to abide by these duties incurs the 

A tft* « 

rnfrlnnimpnt suit a oatentee may need access to medical records, which could compromise the 
S^^^iSTSSiSr ~ this situation withholding the patients name would protect the 

A ** h ^^ <* medicai treatment method patents argue r granting 

mon^Dolv ^sto?us ?o medical methods of treatment will allow patentees to charge monopoly pnces, 
Contributing ^ to the already high cost of health care. IEN291 In addition, patent prosecution costs and 
element costs must be dealt with. Other commentators have noted that managed health care 
greX reduces monitoring costs IFN4Q1 and that typically, the patented procedure is cheaper than 

?3fSSSnS m y. Concern has been expressed thatfearof infringement and 
resukina lawsuits may affect physician decisions. Some physicians may not employ new techniques 

is resolved. £EN421 Some medical method patent opponents feel 
that physidans should not have to worry about a lawsuit every time they employ a new method. 
rFN43?^ere is little disagreement that medical method patents would add another restraint to the 
P>S^f medicine. However, physicians have already dealt effectively ^with r^a nts on their 
practice, most notably managed health care, insurance compensation and (at least in the U.S.) 

J^^^S^^^ ethical conflict with the Hippocratic Oath. One .commentator has 
stated ftanS anting medical process patents gives every appearance of supporting private ^ga.n at 
?he expense of the public good." IEN44J Traditionally, the public good has been served b L^ D h e " 
shari^of?nforma\^ amSng phylTcians [FN451 and adherence *388 to the Hippocratic Oato. i£M& 
Sana economic events of the twentieth century are changing the V^"*^*™* 
HiDDocratic Oath, for example, is no longer followed as closely as .t once was. Abortions and 

£ a are performed in many areas of the world. In the U.S., the doctrine of informed consent 
d"S cc^flkls with the traditional Hippocratic method of telling a patient the absolute m nimum of 
fnformaSn £FN4Z1 The Hippocratic Oath still remains a viable doctrine in the medical profession, but 
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only because the general principals of that doctrine have been adapted to fit the realities of modern 
medicine. As modern medicine becomes increasingly economic in nature, the underlying principals of 
the Hippocratic Oath can still be adapted to follow suit. 

A ninth and final issue in dealing with patenting methods of medical treatment concerns the 
consistency of the law (both medical and patent). In most countries, medical instruments and 
pharmaceuticals are patentable. [FN481 Yet, in many of these same countries, methods of medical 
treatment are either unpatentable or patentable only with heavy restrictions. Many commentators 
argue that the distinction between medical instruments and pharmaceuticals, and medical methods of 
treatment is artificial. fFN491 One European commentator has noted that If: 

account is taken of the fact that medical equipment, pharmaceuticals and their methods of 
application are patentable, it is difficult to argue in favor of prohibiting patents for methods of 
treatment, for the former are just as much used in treatment as the latter. Indeed, they are often the 
actual content of the therapy. [FN501 

In the U.S., the American Medical Association's Code of Ethics once viewed the patenting of surgical 
instruments by physicians as unethical and derogatory to the profession. [FN511 Later, however, the 
AMA reversed its view by amending its Code of Ethics to allow physicians to hold patents covering 
surgical devices. [FN52] This reversal was based on the "... sound doctrine that one is entitled to 
protect one's discovery." [FN531 If surgical devices are patentable by physicians, why not medical 
methods of treatment? One commentator has suggested that the reasoning for the distinction may lie 
in the fact that development of surgical methods usually *389 involves no capital expenditure that 
needs to be recaptured. [FN541 Furthermore, the risk of accidental infringement is greater, as 
opposed to use of instruments and pharmaceuticals, where knowledge of infringement may be 
discerned more readily. [FN551 Such reasoning, though persuasive, does not fully justify making 
surgical methods unpatentable while surgical instruments and pharmaceuticals remain patentable. 

IV PATENTABILITY OF METHODS OF MEDICAL TREATMENT IN SELECTED REGIONS OF THE 

WORLD. 



A. Europe , , . 

The patentability of methods of medical treatment in Europe has been thoroughly analyzed due 
substantially to the European Patent Convention (EPC), [FN56] a wealth of interpretive European 
Patent Office (EPO) decisions and national case law. The EPC traces its origins to the 1973 Munich 
Diplomatic Conference, at which European Community members met to discuss establishing a system 
of granting patents valid in all member countries. [FN571 Switzerland, Sweden and Austria are now 
members of the convention as well. [FN58] 

n n i ^ ri n nr ^fht^ 
^Tj-gnHer^^ 



[FN611 THgffig a ffi n g B rate eerxfTrf Artlrlft W( 4)-^Pe f f dTf !£ m £e g 1^ ic 

^ ,.- - „ „,,„. „jp^ly-thtoa^ f C P OT a S^ 

xiiuiw^ flfl «*™ M .h*iinliPiU faat ^iDfi^ 
traosofltiflnal law. » irt.as,.t h ' 1 - Fpr i mnrp na nmwhtJftan j ii h OTrn^ 
cimiiar d.hiPrt -matter. [FN621 There i s,.however, a growing movement towaM§J,ujae§aju w , 

The EPC has statutorily excluded certain subject matter from being patentable in three ways: by 
defining certain items as "non-inventions; " [FN641 by defining others as not "susceptible of industrial 
application;" [FN£5J and by simple, outright exclusions. [FN66 3 K was decided at the 1973 Munich 
Convention that surgical and therapeutic methods for the treatment of humans could represent 
independent inventions. [FN671 Indeed, the wording of Article 52(4) EPC implicitly suggests that such 
methods can be susceptible of industrial application. [FN68] Nonetheless, Article 52(4) EPC 
perpetuates the fiction that methods of medical treatment are incapable of industrial application. 
In order to understand how Article 52(4) EPC operates, consideration must be given to the specific 
statutory language. [FN69] Article 52(4) EPC applies to three areas: surgical, therapeutic and 
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diagnostic methods. However, through the development of national case law and EPO decisions, 
Article 52(4) EPC should be examined with regard to each of the categories discussed in Section II. 
This is because "therapeutic" and "elective" are classifications of treatment; while "surgery" is a 
method of treatment. Furthermore, although the European Patents Handbook (EPH) states that 
methods of cosmetic treatment (a form of elective treatment) are patentable, [EMZQJ it also states 
that cosmetic surgery is not patentable. fFN711 To reconcile this dichotomy, if surgery is a method of 
treatment (as indicated by the subheadings in the EPH, [FIM72 ] then it would be more precise *391 to 
divide cosmetic, and to a larger extent, elective treatment into surgical and non-surgical categories. 
The definition of therapeutic treatment is likewise broad enough to support division into methods that 
are surgical and non-surgical. tFN731The language of Article 52(4) EPC is compatible with this 
scheme Applying this to Article 52(4) EPC: "[m]ethods for treatment ... by surgery [[the plain word 
here could be interpreted as therapeutic or elective, which are both in fact excluded according to EPO 
decisions [ENZ4J] or therapy [since surgery is already mentioned, this must necessarily imply non- 
surgical therapeutic methods] and ..." [FN75] 

(2) The exclusionary scope of Article 52(4) EPC r «u-»«i 
In general, the scope of Article 52(4) EPC applies only to methods performed on living bodies. [FIM76] 
Therefore, methods performed on dead bodies or amputated parts are outside the scope of Article 52 
(4) EPC. [FN771 This is not true, however, if fluids taken out of the body are returned to that same 
person such as with dialysis. [FN78] One commonly applied test used as a first indication of the 
applicability of Article 52(4) EPC is if, in view of associated health risks, a claimed treatment method 
has to be performed by a physician or under the guidance of a physician. [FN79] If it does, then "it 
will normally fall within the exclusion of the first sentence of Article 52(4) EPC." [FN80J Another test 
is if the treatment's objective is aimed towards the maintenance or restoration of health, in which 
case it will generally come under the provisions of Article 52(4) EPC. [FN81] Further tests have been 
developed, the use of which depends on the initial characterization of the treatment. Examining the 
specific language of Article 52(4) EPC, the Enlarged Board of Appeal (EPO) held the term "use" to be 
synonymous with "method" in finding a claim to "the use of a substance or composition for the 
treatment of the human or animal by therapy" not allowable. [ FN82] 

*392 (I) The exclusion of surgical methods 

Regarding the exclusion of surgical methods, one European commentator has noted that the 
extraction of an organ in transplants which requires the use of an organ bank does not fall within the 
exclusionary scope of Article 52(4) EPC since the surgical operation is not in connection with a live 
body [FN831 However, the organ extraction would fall within the scope of Article 52(4) EPC if the 
extracted organ immediately were then implanted in a live body. [FN84] This reasoning is supported 
by German case Law. [FN851 , tl _ t 

German patent law also excludes elective surgical methods based on reasoning that many operations 
require special medical knowledge in order to avoid damaging a patient's health. [ FN86 ] Similarly, 
British patent law disfavors elective surgical methods as exemplified by the British patent office's 
refusal to allow a method of embryo transplantation for mammals to be patented. [FN87] Other 
elective surgical methods likely to be disfavored include cosmetic surgery, the termination of 
pregnancy, castration, sterilization, artificial insemination and organ, skin or bone marrow removal 

from a living donor. [FN881 tl . , . . .. 

In general the presence of a surgical step in a multi-step method of treating human or animal bodies 
confers a surgical character on that method. [ FN89 ] Thus, when deciding allowability under Article 52 
(4) EPC " the critical question is whether there is any disclosure of a method none of whose steps 
fall under the prohibition of Article 52(4) EPC ...." [FN901 However, if considered in its entirety, the 
method includes the killing or sacrificing of the animal which is the subject of the surgery, the method 
will not fall within the exclusionary scope of Article 52(4) EPC. IfNSJJ Holding otherwise would run 
contrary to the purpose of Article 52(4) EPC, that is, "... to ensure that nobody who wants to use the 
methods specified in this article as part of the medical treatment of humans or animals should be 
prevented from this by patents." [FN92] 

♦393 (ii) The exclusion of therapeutic methods 

The exclusion by Article 52(4) EPC of methods of therapeutic treatment (non-surgical) has spawned a 
variety of EPO decisions and national case law. Indications or tests for determining if a claimed 
method is an excludable therapeutic method may be used in several situations. In general, the 
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treatment of pain, regardless of origin, is considered a therapeutic method. [FN93] Therefore, 
relieving intensive headaches, [FN94] or relieving menstrual discomfort [FN95] would be excluded 
subject matter. For situations involving an implanted therapeutic device (for example, laser treatment 
of a device for refractive sight correction), if there is a functional link or "direct influence" between the 
method steps carried out on the device and the device's therapeutic effect on the body, then the 
method will be considered as a "treatment of the human body." [FN96] Not all methods for the 
treatment of the human or animal body, however, are excluded under Article 52(4) EPC. Elective, 
non-surgical treatments have been found to avoid the exclusionary scope of Article 52(4) EPC. [FN97] 
A more complex situation arises when a method of treatment displays both a therapeutic and elective 
(i.e. cosmetic) effect. Early EPO decisions in this area favored the proposition that if the description 
disclosed two very different properties of a claimed compound, one resulting in a therapeutic effect 
and the other resulting in a non-therapeutic effect, the non-therapeutic effect was not excluded from 
patentability. [FN98] In a later case involving an appetite suppressant, the Technical Board of Appeal 
(EPO) could not draw a clear line between the cosmetic treatment of improving bodily appearance and 
the therapeutic treatment of curing obesity. [FN99] The Board nonetheless held the cosmetic effect 
patentable and judged the claims to be directed solely to the cosmetic use. [FIM100] The Board in this 
case tried to separate the therapeutic effect from the non-therapeutic effect in order to find the non- 
therapeutic effect patentable. The Board did not focus on any differing properties of the *394 
compound, but rather on the effect. The decision has since been criticized by commentators [FN1Q1] 
and distinguished by later decisions. [FN102] 

Another case applies the properties/effects distinction more clearly. The Board's decision in T 582/88 
involved a claim covering the use of an agent for increasing milk production of a ruminant. [FN103] 
The agent had two different properties: the non-therapeutic property of influencing fermentation in 
the rumen, and the therapeutic property of acting as a bactericide. Thus, two clearly distinguishable 
effects result: the non-therapeutic increase in milk production, and the purely therapeutic effect of an 
antibiotic. [FN 1041 This case should be contrasted with other Board decisions in that where a 
treatment has overlapping, indistinguishable effects that are linked with therapy, "... a claim for 
anything other than a second medical use is excluded from patentability." [FN105] Therefore, "[a] 
purely secondary effect of successful therapeutic treatment does not deprive the latter of its character 
as a therapeutic treatment within the meaning of Article 52(4) EPC [FN 106] The conclusion from 
this line of EPO decisions is that if a method has "... more than only a therapeutic effect, then 
under Article 52(4) EPC it counts as an invention susceptible of industrial application within the 
meaning of Article 52(1) EPC, for which a patent may be granted if the usual requirements for 
patentability are met." [FN107] Those methods that have agents or compounds that demonstrate 
different properties, rather than different effects only, are more likely to receive a patent. 

(iii) The exclusion of diagnostic methods 

Article 52(4) EPC also excludes methods of diagnosis. [FN108] Generally, the term "diagnosis" refers 
to the examination leading to the identification and treatment of disease. However, diagnosis may 
also be performed on a body for the determination and maintenance of health. The scope of this 
exclusion has been well defined by EPO decisions and national case law. As currently understood, the 
exclusionary scope of Article *395 52(4) EPC covers only methods of diagnosis that: (1) are carried 
out on a living human or animal body; [FN109] (2) include examinations in which it is possible to 
immediately evaluate the results for a course of treatment; [FN110] and (3) show a "functional link" 
between the value measured and the treatment applied. [ FNU1 ] 

For example, a physician who uses a method to collect biological samples from a patient and then 
evaluates those samples at a different location might infringe a patent if the particular method of 
diagnosis was patented. [FIM112] If only intermediate results are obtained for later determination of a 
course of treatment, then the method is patentable. [FN113] Therefore, a method using nuclear 
magnetic resonance to obtain measurements (such as temperature and pH) from a body does not 
comprise a method of diagnosis, but merely aids an eventual diagnosis. [ FN114 ] 
There has been some divergence in a few of the national courts with regard to the second 
requirement. The Swiss Federal Court and the German Federal Patent Court have each extended the 
term "diagnostic method" to cover the examination which enables the diagnosis to be obtained. 
[FN115] 

With regard to the "functional link" requirement, a claim directed solely to a method of measuring 
liquid flow through an implanted device in a body does not have a "functional link" to a method of 
treatment, and hence is patentable. [FN116] If a claim is directed to a method that assists an implant 
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in its operation, such as pressure sensors in a pacemaker, then a functional link exists and the 
method is excluded. [FN117] 

(3) The ^^"SS^S^S; provld es that the exclusion in the first sentence of Article 52 
Sflpcwm EES fy fo^duS^ucTasTubstances or composites) used in any of the excluded 
( ThPrpfore new Droducts may be patentable regardless of whether they are used in an 

^2?iw»^^wSS<5. Furthermore, a.ready known substances and compositions may 
receive patent protection *396 as well. Article 54, which relates to the newness requirement of 

T^l^^'^^^ t0 be new if ft d06S n0t f ° rm Part ° f StatC ° f art - 

* "-nu> nrovisions of paragraphs 1 to 4 shall not exclude the patentability of any substance or 

5. The P^ sl f"*™2dintt!B state of the art, for use in a method referred to in Article 52, paragraph 

ZS^iiS^ » < n that p-*-* is not comprised in the "«* of 

Ihri^H another wav Article 54(5) EPC seems to indicate that although a compound is known, it may 
^^^^^^^OHe^r. that new use cannot be patented! The trick then is how to 
oatenf ^ known compound with a new use, where the use itself is unpatentable Three requirements 
^m e a DD aren?(l) there must be a compound (substance or composition), known or otherwise; 
f 2 Ta medS^ " of the compound must be indicated; and (3) its medical use must be new. If a claim 

o a dIEuS ^satisfies the above requirements, then purpose-limited protection for a first therapeutic 
^Jmav be obtained Additionally, EPO decisions have held that protection may be obtained for all 
nnL^aceuticaf uil land not just he use indicated in the claim. IFNIHU As an illustration a claim 
Pharmaceutical uses ; ana "?J" treating sore throats in humans" will not be excluded if the 

^reV^^^S use^ver disclosed for composition X. Additionally, such a claim 
wS^e considered to protect composition X for any undisclosed therapeutic uses thai : develop as well, 
ration should be exercised when drafting claims that may be subject to Article 52(4) EPC exclusions. 
With n th e£ anTnvSion?techn.ca. features may be described by its physical entities (i.e., 

* r+..Jl «r hannihie characteristics), its physical activities (i.e., methods, or intangible 
S J ?i?ri«%S o ^mSSto SrS: IHmSl A claim directed to an invention's physical entities 
2^r^e7ilS^a^%Wd-lm directed to an invention's physical activities is 

tSS^SZ as a method Cairn. (BU2U A claim d^^ 1 !^-^ 11 " 1 * * 3 ' 7 « 

ohJcir-ai entitles and activities has been described as a "hybrid claim. [ FN1ZZ1 
SS3n?^d dalS HO decisions have held that none of the steps must fall under the 
^Z^ rtl^e mueWf the claim is to be held patentable. IFN1231 Therefore, it would seem 
th^t hybrid l^t^^ lf^^ are directed to the invention's physical activities 
refatinq i Artide 52?4) EPC excludable matter. Claims drafted with functional language may escape 
h eZulo^ ^peof Article 52(4) EPC, IFJU241 but an argument . that : the physical activities 
should be interpreted as functional features of an invention will likely fail. IEN1251 

Sffi 525 22- to methods of treatment are excluded under Article £2(4) EPC claims 
directed to the "use of a substance or composition for the manufacture of a medicament for a 
Sled new and inventive therapeutic application" (the so-called Swiss-type claim format) have 
Sfn flowed bv ^the EPO. [FN 126] Such claims are also referred to as "second medical use" claims. 
%ZLZ^&\M^W*™ result of the interpretation that Article 54(5) allows only purpose- 
Hm ited S^tertfon for first therapeutic use, and from the pharmaceutical industry's efforts to provide 
SSSS^Sor^ and further medical uses. An example of a first medical use .s a claim to a 
known compound in an appropriate composition suitable for administration to a patient UM12Z1 
T^Lnrv Khind the allowability of Swiss-type claims is that if the claimed use is for the 
^^^B^t£^S^^ is (fadal.y) "susceptible of industrial application" within the 
manufacture or an . ten , composition which is the subject of the claim may 

uS £ m^Jr b^d in a treatment which is exciuded by Artide ^JMJC 
However a claim drafted in the Swiss-type format restricts the substance's use to the short-term 
"acceptable" industrial application rather than the ultimate therapeutic use. 
DeSe the strangeness of the legal jargon needed to get a product use claim around the 
Ssfonary scope of Articles 52(4) and 54 EPC, the claim format allows protection for product use 

^•/WK^tlawcotn^^ 8/7/2005 
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«,ith ultimate therapeutic*39S applications while at the same time adhering to the purpose of Article 
SW I EPC <*e ^? protecting physician from the burdens of patent infringement in non-commercal and 

^SS^^S^ aKn held allowable when other method daims have been disallowed. 
fcMi -foi A^a result Swiss-type claims have been regularly added in appropriate situations as a 
LE ?^i^ur??n caS TalateT opposition invalidates other claims in a patent application. 
fXiSEre me EpJ ha S ttSJaJStailtrp. claims are allowable "... irrespective of the purpose 
SSS^i SS^eSru^ a substancVor composition [comprising the "medicament ], or 
(prote^on or a nrsi meu evidence of a further medical use 

Ed^*5£2f5 thf S E'cffi^indud- In a patent application.- [BU2U. 
^nSiSS^uSllSoT Swiss-type claims in European patent applications, consider at an 

^S^U^^^"r«M to patent a method of using aspirin for the treatment of lung cancer 
example an \' n ^°J^.^ a " f0 re aDDlving Article 52(4) EPC to exclude the claim, we shall examine 
Ker 9 ^ Artide ^ determination of whether the 

nv/ntton \?neT(o -novel) involves an added twist. Article 54(5) EPC states that a substance or 

i?I.nn fir use in an Article 52(4) EPC method may be considered new if the use is new. 
nTJS S^^ t^^^riS^ claim would proceed, in the language of Article 54(5) 
^^^T^^^^pm^s 1 to 4 shall not exclude .the patentability j of any 
substance or composition [aspirin may be classified as such], comprised or. the state of the art 
substance or rompo^ ^ f f use in a method referred to in Article 52(4), paragraph 4, [the 

,S fKSe *399 52(1) EPC. However, all is not lost. Redrafting the claim in Swiss-type format 
under Artie e 3 i?s » wjij cr medicament to be administered in the treatment of lung 

concert noC^ be acceptable to the EPO (assuming such treatment ere 

msSble and the subject composition itself is not the subject of an unlicensed, stiH valid patent). 
aSSl^Mmwr™** allowable before the EPO, but the validity of such dalnu ; yartos _ 
Senders of the EPC. The U.K., Sweden, Germany, ^ Switzerland accept the validity of 
Swiss-type claims, while the Dutch and French are more restrictive. [ FN1311 
ThprfaimSw of second medical uses of products (substances and compositions) to avoid the 
The claiming °; sec °"° m =J " " . * d European applicants to try claiming a "second 
^Sr^™n£"7i^l instrument for surgically treating (some 
S3 ?iitt of 'a Oiew part or feature) ...'). The EPO Technical Board of Appeal held that such 
datms were not ana ogous to second medical use claims because the medicament of the second 
meoli7usl claim will be presumably consumed, whereas the surgical instrument could be used 
IZeai^KbK™ distinction is fundamental because once the medicament has been 
turned nTother uses for the medicament may be obtained. It Is then easier to determine 
Kg^iSf^n^^nt was manufactured with one purpose A surgical instrument, on the 
ottarCrfniayba manufactured with multiple purposes intended, therefore determining 
^na^^wly <ie purpose when such an Instrument may possess other uses becomes 
Smc^/Sli^ly, the new use of a composition requires a new technical effect. IHU331In 
contra*, a known device is understood not to be patentable simply because a new application has 

^e d S?^i2b!£n criticized for perpetuating the legal fiction that methods of treatment of a 
tadv are not susceptible of industrial application. £QU351 The exclusion should have been more 
a^priateTvSeT^ an "exception to patentability" under Article 53 EPC, or made an outright 
pxceotion in na«onaT law such as Switzerland has done. [BU3fil *400 Other possible solutions to the 
dtfficKs encounJered in patenting medical methods exist as well, and will be discussed near the end 
of this paper. 

fn coTrasfto the EPC, the patent laws of the U.S. regarding patentability of methods of medical 
treatment are very liberal. The law defining inventions patentable is contained in 35 U,S,C 5 101 
"inventions patentable," which states: 
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^ ~r *,my, orc anv new and useful process, machine, manufacture, or composition of 
KeTor any Z~£2£SZ!Z£ **reof> obtain a patent therefor, subject to 0. 

T'T-^cTullZ^^X&U^^ from seflimLifilare novelty. BU3U non- 
The three basic requ I "f™ Ji, fo r caparison with the EPC, the U.S. invention, 

obviousness IBU3H and useWness^lENlSffl for co p ^ s |b|e of 

novelty and utility requirements loosely "™|^™ ™ ^^atvelv U.S. courts have been very 
T^SSSS^SSSSSl %£3£i^£Z5Z&. "anything under the sun that 
TL ^I^Se » 'he usual minor exceptions of printed matter, 

^ods^f domg tSSM^SL sips, naturally occurring phenomena or laws of nature and 

r^Tn?W Xlms The S?SS™k Office (USPTO, allows -use" claims as long as 
Regarding ™ f a use of a composition of matter in the manufacture of a 

* e rf ^n7 fTeSnKJ Se reacted un^s discrete steps are recited, mum Also, claiming 
medicament ,fo • •^P^^cwis *rtu5St be allowed If the use Is merely directed to other properties of 
K^I mS "»>' *e USPTO allows a new process of use patent In cases 

USA ISSlSc. and surgical methods patentable. 

^^^^^S^i^S^. medical and surgical methods of treatment were 

district court Jf sl °" °' £ rt ^JS over monopolies in the medical field. 

^«5tn?JS^t5^ »e%«eTund£ ligation, but on non-public interest reasons. 
SSH^ cin« M^ifln decision no court has provided reasoning regarding the patentability of 
IH11521 Since the Martin oe anon _ no coun r me thods are patentable. Outside the 

E^VESS «h™e y« » mate a de^itJverSg However, tfe Supreme cwt decision 
Kn^ *T been pointed to as expanding the scope of patentable subject matter. 

S^lStS^ 

Invoked a legislative Wons« JKuraris surgeon sued another eye surgeon over 

2 V .nhhipH thl u s Conaress until a new sub-section to the patent statute was passed and 

1 u " «.„ ho in the statutes with no mention of an expiration term. [ FN 1,60 1 

continues to be lin * e f^J^™ r^nate, infringement remedies with respect to a 

The new subsection (c), part UJ generally e " in,, ™~" „ r p N1fi1 i part (1\ then aoes on to define the 

"medical Dractitioner's performance of a medical activity, fulfill Part u; men goes 

scTp e part (l) Sy including definitions of "medical activity" £Oilfi21 and "medical 

prartmoner." r^N16^ ^ elimination of remedies will not apply to a patented 
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takes away remedies for infringement while still allowing methods of medical treatment to be 
takes away remea.es _ .u « , d fi n methods aS not being "susceptible of 

patentable, while Article 52 W^^' y "!J™ g 287ic^mfAKiO provides that remedies for the 
industrial Prided (according to 

^SSS!^Si!SS^ of mX P ?n ^"method Cairn directly contributes to the "object" of 
(c)(2)(F)) that the £ m P° s '™" whe ther the hybrid claim [FN1651 is exempt from (c)(1) has two 
the claim. The ^J 0 "^^^^^^^^, including^nlideration of all the process steps 
steps. Step one .s steps involving the use of one or 

^oCo^^ o'rTcombination contribute directly to the achievement of 

the objective of the claimed method/' JgUg jndud the step of administering a novel 

claiming effe ct iv ely pi revet ?^ P" y * ,c , that the pertine nt EPC provision governing methods of 
=,Tm^ 

oe SfJE3^™Su33 L 22. the novel use of compositions for diagnostic purposes is considered 
allowable in the^U.S IMJ21l eliminate infringement liability for physicians and 

Furthermore, the i new _law n« » b b ht inst medical device manufacturers and 

m SSTwa/SS mdude the novel use of a composition of matter within the test parameters of 35 
hmv^.westtawWresuM^ 8/7/2005 
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iSS u S ,aw h.been ^^^^^^^ 
rrcr^errr^w r^Se law undermines ,h. ,eg,«macv behind tne 
law. [FMZS1 

being waged in the courB. New Zealand spatent_ JJ^J™ 1 ™ patentablllS of methods of medical 
!^1^22S2i» sco P pe of -invent as denned ,n 

Section 2 of the Patents Act 1953. IH^Sl disfavored the patenting of methods of 

Historically, both ^.^^^^^^^S^ons have loosened. For instance, 
medical treatment f^Uim However since treatment involving animals are 

»?SJ^SS. K^r*sfSi^ SJSSSSS S ST ST* 

restricted to methods of dtegno £££ ^Tbody hale also been held patentable, 

Davidson, CJ., holding that there; was ''S^^^^X'^S. UH18S1 Although the Court 
patented, IBUSS1 The High Court s decision was ^^"^^Ire unStJnable, It also stated 

applications^ the treatment 

cosmetic treatment to ^^^^S^^SSSi for the watment of humans would be 
HZHSSTJIS ££S22S££%£> to surges or to the treatment or prevention of 
disease. tFN1921 Zealand Patent Office issued another practice note that in effect 

rlver^n^ 
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i „u^„i 0 rFNiQ^i Althouah the action was originally filed solely against 
M^eTindus?» SSn i of New Zealand successfully applied to be Joined as co-defendants. 
[FN1961 u Mnw^mhor iqqft in the New Zealand High Court resulting in the 

~Xof £&C "eETEffi « by Gallen. 1, the court treated the case 

tt « fn aoitotK declatSoTyjudgement on the patentability of Sw«s-lype darns. 

ffS a qu ««iSn oft.* weS sl^argumen'tsli* relate to benefits to the public apply equally to 
J£&TZ£c«£ ' su™tan«Tco^t?n fS th7t«aJent of the human or animal body by 

^SeTou^e to'Sne the patentee** submit a dlsda^mer of |«y sue a medical 
practitioner, essential ly SSlTS™ since 1990. 

and other delays P r °P<^ I"" KSland patent law falls somewhere in 

ZZSSfiE and S5£X%£ 5 nStt be Potable "ith respect to non- 

between. New Z^land allows i mernoa exclusion to the treatment of animals as well. 

nS'p^n^ will be enforceable, object to other non-medlca, 

considerations. 

httD:// W eb2.w eS ^ 8/7/2005 
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D. Australia .mcertaintv reaarding the patentability of methods of medical 

Australian patent law is in a f^J^^l^^^n^SK^ sought to be patented must fall 
treatment. Uke New passed the Patents Act 1990 

within the scope of an "i nventio ' the deflnitton of "invention" from the Patents Act 1952 

(hereinafter, "the 1990 Act; , ^5^^ term "invention" as defined in Section 

(hereinafter, "the 1952 Act ) in scneauie i ™ ™ " fMt re the subje ct *411 of letters patent and 
6 of the 1952 Act pertains to "any manner ^^J^^^a^ and includes an alleged 

pJded c ° urts w ' th a wav t0 

exdude methods of medical treatment from PatentebHity IHg^ a|s0 tne 

In add ,t.on toJ^.^.J^^OT bESfiTlilSS^tSr generation are not 
express exclusion that ... humar .beings, a y \nc\uded in the 1990 Act regarding 

patentable inventions. 18*222} H ?!^™* ^uTfar that issue has been left to the courts to 
patentability of methods of medical v. Rescare Ltd. case. {£142231 

determine, which they a P atient - Rescare sued 

Anaesthetic Supplies concerned a cross- 
Anaesthetic Supplies on grounds of ^^^ZX^Snmi unpatentable because It was 
claimed on grounds that the ^^^'"^^^SSiIlty reached the Full Federal 
a method of treatment of the J^^L^^tSnS^SSns (the claims of the complete 
Court of Australia, which held the Patent Jnvai JT^Icationl. IEN2251 The court also considered 

understand the holding in f"J«*»£j^'"' **^,SoMeE^ where the *412 court 
exclusion of medical patents "rst appeared " ^ Qf ^ from 

upheld a patent office dec sion not to allow | an W'"™"™ justifjC ation presented was that the 
human bodies because It lacked .^2291 As a result, the method was 

treatment had no relation to any form * J™"^*™ statute ofMon^olles 1623. IEN21Q1 An 

Subsequently in National Research ^'jy™™ £ nner 0 f manufacture/vendible product" test to a 
the court shifted the analysis away from the > pure ^^^oduA is "... a proper subject of 
more general manner of manufacture te 8 s V 0 f ^K??h hive be^n developed for the application of Section 
the letters patent according to W^^™ ES^nT^^v**. subject matter 
6 of the Statute of Monopolies. Dp*™ ™ an ^ r . cn,s f J lue V wi thin the economic field of endeavor, 
must be useful, provide a material advantage s and I be ' * v ™ metnods 0 f treatment of 

TFN2351 The NRDC court noted in passing the apparent need m e .™™* m ™ " fil 
i rrmz d 1^^"- . f th(t , r "essentially non-economic" nature. £ FN235 J 

the human body on the grounds of their . ™™ a "J™ ^ the scope of the de facto exclusion of 
The court in Joos v. Commissk>ner o ^Patents {FM23Z1 "arrowed the scope o ^ 
methods of treatment of the human body £QB3ffl * «m pinio « * ' incapacities. [FN239J 

the exclusion to methods of preventing ^^^^^\!S^ac or therapeutic processes, 
The court drew a distinction between ^^^S^^^^Sdro relation to a method of 
noting that a cosmetic process of ^^^^JS'L^ ,2 h U Si body. IFN24Q1 In so doing, 
treatment of a disease, malfuncbon, d.sabrtrty or Inopu^ 'Z^athand elasticity of human hair and 
the court found that the cosmetic P™essfor improvmg *« ^J^JJ. * e 6\ca\ field was as 
nails was P*" 1 -"-"^^ pmdurt tes?as contro.ling. [FN242J However, 

economic as any other, implicitly i an aoluslon for treatment of humans actually existed. 

(A^to accept for grant patents for medical treatment methods for humans. £EN2441 
httn:// W eb2.wesUawW^^ 8/7/2005 
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-«4»m/. c. .nniiee uisq the first Australian case to address the issues squarely. [ FN2451 In an 
A T e fJ hS if 2K? T the cou^substanSally agreed with the reasoning articulated by Davidson, 
cT in &\™i^^T25(ll- New Zealand High Court decision later reversed by the 

A^he^ P*ent system's encouragement of innovation, noting that: 

r„i„ hnfh humanitarian an economic grounds the search for medical advance is to be encouraged. 
The awa d oU^TeTwono^esTs a standard way of heiping to compensate for the expense of 

LI ummTtelv the resolution of this question is a balancing exercise. There is on the one hand a 
^^^.SSJ^^^i^on^ methods of medical treatment and on the other hand 
2? 6 h nS^nHui^to restrirt those who engage in the therapy of humans. IQI24Z1 

? he JL e6 jJ niLd thai ofher cISrte have excluded methods of treating the human body on the 

-S5STr5S2?tS!J logic « Lockhart underlined this point by quoting Davidson, saying 

55 - there wal a ^^ack of logic InWoistinction which produced the result that a product for 
t~atina he human body would be patentable but not a method of treating the human 
body" S ^terinthe opinion, Lockhart expressly adopted "Davidson's 

noon for allowina *414 methods of treatment on the human body to be patentable. [ FN250] He also 
rnnri ud^dth at there ™o disti nction in principle between a product for treating the human body and 
^^SfL^toe^umnMv." fFN2511 He dismissed Barwick's distinctions between cosmet.c 

IrS*!!^^ ^ ^f™"'" n0t ' n9 ** *"* ' 

chemical resulted in a changed condition for the body. [ FNZ5Z1 

The ^!Sn?o?n?on^JSeppepd J. is based on considerations of mora.ity and public interest, 
{^g^ffln^^ the Court should not contemplate the grant £ letters 
oatent which would give to one medial practitioner, or perhaps a group , of i ^'i' P^SSSh »■ 
monooolv over for example, a surgical procedure which might be greatly beneficial to mankind. Its 

Swl^de"^rthTAIPO amended Its ««S Manual of Practice and Procedure to mform examiners 
^SSS^^'SSS, ZSgSH K5 I. discussed many o, the Issues = c,ng 

SorTst^anl^se hafhaSlo ^d«fwVh SlssSe's! andV AIPO manual Is silent on this area as 

was decided on other, technical grounds. rjENttQl This point would become Important in the next 
Australian case to deal squarely with the patentability issue. 

Jft^iSn^Supplli. Australia became one of the most liberal paten t regimes in terms ; of 
mTd cal ml hod patents, that is until Bristol-Myers Squibb Co. v. F.H. Faulding & Co. L d. JQBfiU 
wa > ScMkK Th > case concerned a method of administering Padltaxel (a V^HUi on 
was aeciaea. me «. r F N2621 The patents involved were eventually invalidated on 

rrnTthauCfaSeffa^noS^ Inventive step. [BOU1 However, the court, as per 

htnp://web2.westlaw.coiWre S ult/docgmenttext.a S px?<*d= 8/7/2005 
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i a . C o Hissed whether the patents, if they had been valid, could have been infringed since 
Heerey J., also discussed I whetner nw r In nis analysis 0 f the patentability issue, 

? ey re '?4 noTed t°hat £ ™s5LK ^pTrtamin^e patentabi.^ of methods of medical treatment 
Heerey first noted that the aisc "~' on an d therefore non-binding. TFN2651 Heerey then expressly 
in the Anaesthetic Supplies f» f ^;^^ r *^JJ^^^ *«« to discuss ethical issues 
adopted the dissenting opinion of Sn ^^,™7 "S? H eer ev also noted that there was little 
primarily concerning fear of f a ° c f 0 7palStert on woulS decrease medical 
empirical evidence for -ft. asseri ^^^nlSi «£3£ over why patents for surgicai, 

;nd^^ertS>5S, but not for methods of treatment, were valid. He first invoked 

expenence. CB«fi9 ™"*™?? , dee p-seated sense that the art of the physician or the surgeon 
rS^man^^res nltS, to the are, of economic endeavour or trade or 

case were invalidated on the grounds as laoang i w □ , ^ ^ Sw|ss . type 

treatment claims. 

method of binding wounas wnn a pwyi - K methods for reducing nicotine cravings, 

methods ^^^^£ n ^^^^^, also some elective methods of treatment, in 
fJ:N2781 and cleaning teeth. W221 Th s suggests, * so ' met hods of treatment have been held 

protecting use of compositions. 

F. Multi-national agreements «^+ ln „ -^m. rinhts since the 1970s make provision for 

Virtually all multinational treaties «*^^2£nS from patentabifity. The 1970 Patent 

signatories tc ' ^t^ Se^n.ng Authority is 

Cooperation Treaty ( PCT), Rule 39. l specmes inai « i» » . m «th 0 H S for treatment of the human or 
under no obligation to conduct patent »7^ d ^^f n ^^rSasTTn?North American Free 
animal body by surgery or •^^^TJSESS ESZLStoS**. from patentability 



Page 16 of 31 

82JPTOS381 ^ 0 

, , totdc ArtiriP n l reauires members to respect patent rights regardless of the 

t 0 * 2821 H0V r« V ^' T^^dS a particular field of science is prohibited in 

technology field. ^^^^^SSSd^ffs. statutory provision in 3iJLS^J2flZ(d. 
so far as exclusive patent ^^^~£j^S|lcal method patents, may run afoul of TRIPS 

takin , 9 remedies to address patent ,n ; rin 9 emen ;: , 

Articles 44 and 45 * hl * ^^JT citizen Stained a U.S. patent on a method of surgery, that 
rjsaaai ^^ m ^i^^ a ^^ n ™ r^ant action. Such a result may also violate 
citizen would have no ™^£^2^eTmShKptlon8 to their patent laws so long as those 
^•ff^r^ Ration of a patent attempting 

55. SSSSr mutational agreements ^concerning patents, only the EPC has a provision whereby 
methods of medical treatment are excluded. IEN2S21 

V SUGGESTED ALTERNATIVES RELATING TO THE PATENTABILITY OF METHODS OF MEDICAL 

TREATMENT 

Before addressing possible ^mat^ under 
treatment should be ^^'^^^^ '"^1 ^Sghte-basS cultureT patent rights 
consideration. If viewing the issue u ^?J^S£SSm to cognize to at lea£ some degree the 
become more important. However virtuallyall «J**JJ"^J recognition to give to the 
different nature of the medical ^^^^^S^SP^^ more deliberate in 
distinction between patent a , n 2 I med J^*Vh7^^rMS law Others have provided little, if any 
their approaches to distinguishing *^^^^o* 0 f medical treatment 

^SttKS. — s on patentability wll. be 

used - ... fhai- uiiii catisfv all the concerns of patent law and medical law. However, 

imposing compulsory ^rifild p^vldtfor g* S consistency with other tenets 

physician's SSHd'ln" other areas of patent law In more than one country. In 

Compulsory licensing is already usea ' n t otne ' ^7 A<h .„^ 1 . h - ~, a eo na ble reauirements of the public 
Australia, compulsory licensing ^^^^^J^^W^SoS^ allows compulsory 
with respect to the patented invention have ^not ^J^^ e ^^ puhlc mJest through abusive 
licensing in situations ; whe re ' PJ^^^^^S^^ far Compulsory licensing of 
denia of licenses. [FN292] Similarly, cne u.a. »« " "j K npnartment of Aqriculture has the 
patents for public interest/policy reasons^For example, the ^rtment of e 

beneficial to the environment. £FN2941 The u.5 \. * rf , from using compulsory 

license to it in the biomedical research field 0^2251 The ™"J ™ m , s to ? e ch £ ged at all. 

licensing lies In determining what is a J^^^^^£^?VwS^ situations where an 
Another alternative is the creation and use of ^J^ a ^~' n S^docWn« could be 
emergency arises and a P~" » 'J-J ^S^le6uTXout worr?of infringement 

a^a^ P-dure, preferably through 

SKSSi alternative would have r^^^SSSi XSXZw coTmanTate 
members regarding applying for a patent. also be created to 

that It is unethical for a P^'^ of a certain 

SSS^SSS^ng from this approach involves effective 

enforcement of rules among members. interests would be to legislate a reduction in 

^ t ^Z^Z^^fo^^^^ procedures, a iegisiative oody 

httD: // W eb2.westUwxo^^ 8/7/2005 
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miaht find that a patent term of ten years is appropriate to recover any research costs. Along the 
«2p lines term extensions could be eliminated. However, as one commentator has noted, these 
opHons wfli notify "o^2 the underlying M21 problems of infringement risks, but merely mitigate 

nmhipm^ throuah use of a shorter time frame. [FN29S] 
Mor^Shln«W as a defense in those countries that recognize such rights Prior 
use ■ rlSS Essentially provide a strengthened form of trade secret protection .Under th.s regime, a 
prior userVould be safe from infringement liability of a subsequent patent holder of a common 
method of medical treatment. [EE42SS1 However, one who invokes prior user rights ; may encounter 
substantial difficulties in proving prior use. So far, though, this defense has not been ut.l.zed much. 

rSSimentator has proposed legislating the use of a four-prong patentability test. m3<m Under 
thi SHS e ementstf patentability must be met for methods of medical treatment In addition to 

.1, nhw! rt ii«:np«:s and utilitv for if under the EPC, newness, inventive step and industrial 
aDDUcation^ " one wou"d alsThave to demonstrate that the method's development required substantial 
research and development expenditures. [FN3Q21 Of course, "substantial research and development 
?^Stu^may need more definition. It has been proposed that a fixed monetary floor be 
estabMshed ?o assL with what is "substantial" and what is not. [EN3Q31 This alternative has the 
advantage of allowing patentees to recover development costs, and therefore promote innovation, 
whHe S the same time disallowing methods of surgical treatment which may involve little 
development cost and implicate more ethical concerns. ^ t , ... , 

A final alternative would be to provide no restrictions/exclusions on the patenting of methods of 
i\la?eal o^irtTcould be argued that if left to itself, the patent system wil work to ensure that 
^^S^S^liSe^ will be protected. In the Pallin surgical patent infringement^ casethat 
oniy new anu us . . th re , evant portions of the patent were declared invalid and 

uSnfo ceable ^foSSse the U S does not seem to have suffered any disastrous effects 
^S^'tS^Mm^ patents. Ukewise, in Australia there seems to be little evidence 
*^S^t£e^aA profession is suffering heavily due to the existence of medical method 
patent Ateo, si Australian court found a medical method patent unenforceable for technical reasons, 
?FN3o5 *422 thereby showing that the patent system can apply to medical method patents, 
before, eliminating , any restrictions on patenting of methods of medical treatment should also be 

N°on S e d S^hVab^VpCs provide the "ideal solution," however compulsory licensing seems to 
provide the best balance in addressing most of the patent/medical considerations. Ma ny 
^knowledge the "special nature" of the medical profession, and as a result, accord it some form of 
speciaTcVnsid The extent of any special consideration is ultimately up to each country or 

region. 

VI. CONCLUSION 

The oatentability of methods of medical treatment encompasses two different areas of law: patent 
and medical Just where the balance is to be struck between the two largely depends on numerous 
ethicTlInd economic issues. Some patent regimes have chosen to impose statutory restrict ons, white 
others have SSTlly applied restrictions. Also, the scope of restrictions regarding patentability varies 
bJlwTen i Tcompkfte absence of restrictions to restrictions covering virtually all forms of treatment on 
boJh humans anil Animals In the end, the question that must be answered is "what is the best way to 
fmoroOi the li^ - if medical care?" If it is believed that economic incentive will encourage Innovation 
to improve the I eve of medical knowledge, then a patent law regime will dominate If, on the other 
han7i?fc be^ medical knowledge is expanded with speed and efficiency through open 
sharing among ^ose in the medical profession, then a medical regime will exert a hea^uenoe. 
There is no easy, clear solution that will satisfy the needs of both areas of law Each patent regime 
m^sTstrike a balance by weighing all the ethical factors considered Important to that society This 
balancing i process is more visible in patent regimes where the issue is decided judically, such as in 

rS^^S!^^^ -thin the globa. patent community that some , medical method 
nventions are more ethically justifiable to exclude. For instance, a method of therapeutic surgery 
g^nerarinvolves little in the way of research expenditures, nor is such a method usually Invented 
with the goal of obtaining patent rights. At the same time, such methods may be highly decisive in 
Eventing ? reparable haVm to a patient in a moment of emergency. In this Instance the balance 
sWte towards medical law, and the next quest is to find an appropriate solution, such as compulsory 
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licensina At the other end of the justification scale lies claims to methods of using a composition. 
incSion for *423 excluding these types of claims is weaker since such claims usually involve a 
oroduc? that?s not rf-used, and there are usually acceptable alternatives available that will not 

^o^ *" P'*V a ro.e in denning the patentability 

of method^ ^ of medical treatment. Indeed, as several Australian judges and E " r °P e ^^ 
h*^ noted any reason for excluding methods of medical treatment appear to be based on ethics 
? a therThan logk:^ fjS Such an exercise in ethical considerations will assist with subsequent 
^t-^lSSiSiSiueh as the cloning of humans. This will in turn lead to a better, more well 
reasoned law. 

£ENall. Chantilly, VA 
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JKintSaVce^ of health, thereby coming within the provision of Article 52(4) EPC). 

[FN82 l. Case Gr. 5/83, Second Medical Use, 1985 O.J. EPO 64, 16 IIC 83 (1985) (EPO Enlarged Tech. 
Bd. Of App.). 

[FN831 . Moufang, supra note 10, at 38. 
[FN841 . Id. 

[FN8 51 . See Moufang, supra note 10, at 38, n.113 for examples of such German case law. 
r FN 861. implantreren Von Haarbundeln, 30 BpatGE 134, December 12, 1988 (German Fed. Pat. a.). 
[FN87 i . Decision of March 5, 1984, Occidental Petroleum Corporation's Application, 16 IIC 216 (1985) 
(British Pat. Off.). 

r F N881 . Case T 182/90, Blood Flow, supra note 10, at 88, point 2.2. 
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£FN89J. Id. at 90, point 2.5.1. 

[FN901. Case T 820/92, point 5.5, 1995 0.3. EPO 113, 26 IIC 543 (1995). 

[£tl9_U- Case T 182/90, Blood Flow, supra note 10, at 90, point 2.5.2. 

[FN921 . Case T 24/91, Cornea, supra note 8, at 532, point 2.4. 

[FN931 . Case T 81/84, Dysmenorrhea/Rorer, 1988 OJ. EPO 207, 19 IIC 803 (1988). 

[FN9_4J. Id. 

[FN951. Id. 

[FN961 . Case T 24/91, Cornea, supra note 8, at 532, point 2.6. 

[FN971. For example, EPH, supra note 70, point 3.5.3(B) states that "methods of cosmetic treatment 
are not excluded from patentability." 

[FIM98] . Case T 780/89, Immuriostimulant, supra note 5, at 83, point 3.1, (summarizing the Board's 
decision in T36/83). 

[FN 991 . Case T 144/83, Appetite Suppressant/Dupont, 1986 O.J. EPO 301, 18 IIC 258 (1987). 
[FN1001 . Id. 

[FN101T - See, e.g., Moufang, supra note 10, at 43. 

[FN1021- See, e.g., Case T 290/86, Cleaning Plaque/ICI, 1992 OJ. EPO 414, 23 IIC 815 (1992). 
[FIM1031 . Case T 582/88 (unreported, but summarized in 1991 O.J. EPO 19). 
[FN1041 . Id. 

[FN1051 . Case T 290/86, Cleaning Plaque/ICI, supra note 102. 

[FN1061 . Case T 780/89, Immunostimulant, supra note 5, at 85, point 7, (applicants argued that non- 
therapeutic use of the "imminostimulation" agent increased meat production, but the Board found 
that this result derived from the prophylactic treatment of diseases and improved the health of the 
subject, and therefore found the method claim unpatentable). 

[FN1071 - Id. at 84, point 4. 

fFN1081 . Article 52(4) EPC. 

[FN109 ]. Case T 385/86, Non-invasive Measurement, 1988 O.J. EPO 308, 20 IIC 75, point 3.2 
(1989). 

[FN110 1- Id. 

[FN1111 - Case T 245/87, Flow Measurement/Siemens, 1989 O.J. EPO 171, 20 IIC 878 (1989). 
[FN1121 - See, e.g., Diagnostizierverfahren, 1985 GRUR 278, 279 (German Fed. Pat. a.). 
[FN113], Id. 
£FN114]. Id. 
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[FN1151 . 108 BGE II 221 Decision of September 21, 1982 (Swiss Fed. Ct.); Diagnostizierverfahren, 
supra note 103. 

[EN116J. Case T 245/87, Flow Measurement/Siemens, supra note 111. 

£FUH2J. Case T 82/93, Cardiac Pacing, 1996 OJ. EPO 274, 28 IIC 90 (1997). 

UEMUJX See, e.g., Case T 128/82, Pyrrolidine Derivatives/Hoffmann-La Roche, 1984 O.J. EPO 174, 
15 IIC 520 (1984) 

IE&UJL9J. Id. at 93, point 1.3. 

[Fm2Q}. Id. 

[FN1211 . Id. 

XEN122]. Case T 82/93, Cardiac Pacing, supra note 117, at 93, point 1.3. 

fFN1231 . Case T 128/82, Pyrrolidine Derivatives/Hoffmann-La Roche, supra note 118, at point 1.4. 
[FN1241 . See, e.g., Case T 426/89, Pacemaker/Siemens, 1992 OJ. EPO 172, 23 IIC 523 (1992). 
IF5J125J. See, e.g., Case T 82/93, Cardiac Pacing, supra note 117, at 94, point 1.5. 
[FN1261 . Case Gr. 5/83, Second Medical Use, supra note 82. 

[FN1271 . See generally, 3. Savlna, The Patentability of the Second Therapeutic Application --Why must 
the Law be Changed?, Patent World, August, 1995, at 32. 

[FN1281. See, e.g., Case T 24/91, Cornea, supra note 8; and Case Gr. 5/83, Second Medical Use, 
supra note 82. 

rFNi29J. See, e.g., Case T 290/86, Cleaning Plaque/ICI, supra note 102; and Case T 144/83, 
Appetite Suppressant/Du Pont, supra note 99 (two examples of cases where the Board found all 
method claims invalid except the Swiss-style claims). 

fFN1301 . Case T 143/94, Trigonelline, 1996 OJ. EPO 430, 28 IIC 95, 96, point 3.2 (1997). 
[FN1311 - EPH, supra note 70, at point 3.5.3(A), p. 3/14. 

[FN1321 . Decision of the Technical Board of Appeal, Case T 227/91 (as mentioned in the EPH, supra 
note 70, point 3.5.2(B)). 

[FN1331 . Rule 29(1) EPC requires claims to "define the matter for which protection is sought in terms 
of the technical features of the invention." Id. 

[FN1341 . EPH, supra note 70, at point 3.5.2(B), p. 3/13. 

[FN135]. For more commentary concerning the "legal fiction," see generally, Moufang, supra note 10, 
at 33-35; Thums, supra note 1, at 424; and Savina, supra note 127, at 32. 

[FN136] , Moufang, supra note 10, at 30, n.67. 

[FN137] , ^ll.fi.r. S 101 (19941 (U.S.). 

[FNi^ft] VI u.S.r. S 102 (19941 (U.S.). 

[FN139] . 35-LLSX- § 103(1994) (U.S.). 
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[FN 1401 . ^ ll-S-r. 5 101 ( 1994) (U.S.). 

[FN14JJ. PiampjLdj^ Chakrab^ ("^e Court held that genetically 

engineered microorganisms are patentable subject matter) 

FFN1421. Ap plication of ChafrfiPid . <Cust. & Pat. Appl. 1 926. 545 F.2d 152. Cert. Denied 434 U.S. 875 
U926). 

[FN 1431- Manual of Patents and Examining Procedure (MPEP), 7th ed. (December, 1997), (rev'd. July, 
1998), at § 2173.05q. 

£FN1441. Id. 

r F N i45i w at § 2112.01. As an illustration, the MPEP mentions the case In Re May, 197 U.S.P.Q. 
kni fif>7 (CCPA 1978) . In which two claims directed to a method of effecting non-addictive analgesia 
r D ain reduction) in animals were found to be anticipated by prior art that disclosed the same 
compounds for effecting analgesia, but was silent as to addiction. The court went on to hold that the 
applicants merely discovered a new property of the compound, and as such, was not a new use. 
MPEP, at § 2112.02. 

[FN1461 . Id. at § 2112.02. See also, In Re huck, 114 U.S.P.Q, 161, 163 (CCPA 1957) ■ 

[FN1471. Ex p*rt 0 <i<-h*r*r r m-> U.S.P.Q. (B NA ) 1 07. 110 (Pat. Off. Bd. A p,p^L9541; 

[FN 1481 . Morton v. New York Eye Infirmary. 17 Fed. Cas. 879. 8 84 (S.D.N-Y. 1862) (No. 9,865). 

[FN1491 . Ex Parte Brinkerhoff, 24 Off. Gaz. Pat. Office 349 (Comm'r Pat. Office 1883) (the 
Commissioner of Patents rejected an application for the treatment of hemorrhoids). 

[FN1501 . Ex Parte Scherer, supra note 139. 

[FN1511. Martin v. Wveth r Inc.. O.C. Md. 1951. 96 F. Supp. 689, Affm'd 193 F.2d 58 (Patent for a 
method of administering a medicine for treating mastitis invalidated). 

[FN1521 . Id. 

[FN1531 . Diamond v. Chakrabarty, supra note 141. 
£FNH;zl] Pallin v. Sinoer. 36 U.S.P.Q.2d (BNA) 1050 (1995) . 
[FN1551 . Id. 

[FN1561 . The Omnibus Consolidated Appropriations Act of 1997. Pub. L. No. 104-208, 110 Stat. 3009 
(1996). 

[FN1571 Parts one and two of the new law, sub-section (c) of 35 U r S,C, § 282 are as follows: 
(c)(1) With respect to a medical practitioner's performance of a medical activity that constitutes an 
infringement under section 271(a) or (b) of this title, the provisions of sections 281, 283, 284, and 
285 of this title [which relate to the remedies of injunction, damages and attorney fees] shall not 
apply against the medical practitioner or against a related health care entity with respect to such 
medical activity. 

(2) For the purpose of this subsection: 

(A) the term "medical activity" means the performance of a medical or surgical procedure on a body, 
but shall not include (I) the use of a patented machine, manufacture, or composition of matter in 
violation of such patent, (ii) the practice of a patented use of a composition of matter in violation of 
such patent, or (iii) the practice of a process in violation of a biotechnology patent. 

(B) The term "medical practitioner" means any natural person who is licensed by a State to provide 
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the medical activity described in subsection (c)(1) or who is acting under the direction of such person 
in the performance of the medical activity. 

(C) The term "related health care entity" shall mean an entity with which a medical practitioner has a 
professional affiliation under which the medical practitioner performs the medical activity, including 
but not limited to a nursing home, hospital, university, medical school, health maintenance 
organization, group medical practice, or a medical clinic. 

(D) The term "professional affiliation" shall mean staff privileges, medical staff membership, 
employment or contractual relationship, partnership or ownership interest, academic appointment, or 
other affiliation under which a medical practitioner provides the medical activity on behalf of, or in 
association with, the health care entity. 

(E) The term "body" shall mean a human body, organ or cadaver, or a non-human animal used in 
medical research or instruction directly relating to the treatment of humans. 

(F) The term "patented use of a composition of matter" does not include a claim for a method of 
performing a medical or surgical procedure on a body that recites the use of a composition of matter 
where the use of that composition of matter does not directly contribute to achievement of the 
objective of the claimed method. 

(G) The term "State" shall mean any state or territory of the United States, the District of Columbia, 
and the Commonwealth of Puerto Rico. 

[FN1581 . Normally before a legislative bill becomes law, the bill will be debated or discussed in one or 
more Congressional committees. By adding the amendment to an appropriations bill, the amendment 
by-passed the usual committee hearings. See generally, Meier, supra note 34, at 275. 

[FN159 1. Judge, supra note 30, at 190. 

[FN1601 . See 35 U.S.C.A. S 281(c) (1997 supplement) (U.S.). 

[FN1611 . Id. 

[FN1621 . Id. at (2)(A). 

[ FN163] . Id. at (2)(B). 

[FN1641 . Id. 

[FN165] . See Section IV(A)(3), supra. 

[FN1661 . In the U.S., "use" claims need to recite steps, MPEP, supra note 143, at § 2173q. 

[FN1671 . H.R. Conf. Rep. No. 104-863. at 852-55 (1996) . (Congressional legislative history of §287 
£cl). 

IQUfifll. Id. 

[FN169] , See Section IV(A), supra. 
[FN170] . But see, note 62, supra. 

[FN17 1], H.R. Con f. Re p. No. 104-86 3, at 852-55 Q 996}. 

[FN172] . Michael W. Garvey, New Medical-Procedure Patents Can't Be Infringed The Intellectual 
Property Strategist, December, 1996 at 5. 

[FN173] . McCormick, supra note 14. 

[FN174] . Randall B. Bateman and M. Wayne Western, Medical Procedure Patents, The 1996 
Amendment And Who Is Really Liable, Intellectual Property Today, December, 1997, at 6, 34. 
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[FN1751 . Chris J. Katopis, P atients v. Patents?: Policy Implications of Recent Patent Legislation, 71 St. 
Inhn's L Rev. 329 r 345 (1997) . 

[FN 176] , Article 52(4) EPC. 

[FN1771 . Pallin, supra note 154, at 1053. 

{FN1781. See note 158, supra. 

[FN 179 1. Patents Act 1953 § 2 (N.Z.) defines "invention" to mean "... any manner of new 
manufacture the subject of letters patent and grant of privilege within Section 6 of the Statute of 
Monopolies and any new method or process of testing applicable to the improvement or control of 
manufacture; and includes an alleged invention." 

[FN1801 . Tom Syddall, Method of Treatment Claims and Patent Law Reform in New Zealand, CIPA 
Journal, June, 1996, at 423. 

[FN1811 . Swift & Company's Application, [1960] NZLR 775, [1961] RPC 129, [[[1962] RPC 37 (D.C.) 
(N.Z. H.C. (formally S.Ct.)). 

[FN1821 . Bio-Digital Sciences Incorporated^ Applications [1973] RPC 668 (N.Z. Pat. Off.). 
[FN1831. Stafford-Miller Ltd.'s Applications [1984] FSR 258 (N.Z. Pat. Off.). 

[FN1841 . Office Practice Note— Methods of treatment of Humans, NZPOJ No. 1402, Vol. 85, Issue No. 
2 (26 March 1996). 

[FN185] , The Wellcome Foundation Ltd. v. Commissioner of Patents [1983] FSR 593, [1983] NZLR 
385 (N.Z. Ct. App.). 

[FN1861 . Id. 

[FN187J . Wellcome Foundation Ltd. (Hitching's) Application [1978] FSR 51 (NZ Pat. Off.). 
[FN188] , Wellcome Foundation Ltd. (Hitching's) Application, [1979] 2 NZLR 591, [1980] RPC 305. 
[FN189] , Wellcome, supra note 185. 
[FN190] . Id. at 383. 

[FN1911 . Joseph Handelman's Application, NZPOJ No. 1367, Vol. 82, Issue No. 3 (23 April 1993). 

[FN192]. Office Practice Note-Methods of Treatment of Humans, Supra note 184. 

[FN193] , Office Practice Note-'Swiss' Type patent claims, NZPOJ No. 1412, Vol. 85, Issue No. 12 
(29 January 1997). 

[FN194 ]. Michael Hawkins, "Swiss" Type Patent Claims on Hold, Patent World, September, 1997, at 
8. 

[FN195] , Tom Syddall, Swiss-Type Claims in New Zealand, CIPA Journal, July, 1997 at 546. 
[FN196] . Hawkins, supra note 194. 

[FN197]. Pharmaceutical Management Agency Ltd. v. The Commissioner of Patents, CP. 141/97, 17 
December 1998 (N.Z. H.C.) (still unpublished at the time of writing of this paper). 

[FN198] . Id. at page 36 of the opinion. 
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[FN 1991 . Wellcome, supra note 185. 
[EN2GLQ]. PHARMAC, supra note 197, at 15. 
[FN2011 . Id., at 20. 

[FN2021. Case Gr. 5/83, Second Medical Use, supra note 82. 
[FH2Q3L PHARMAC, supra note 197, at 28. 
[FN2041 . Id., at 31. 
[FN2051. Id., at 35. 

[FN2061 . Pharmaceutical Management Agency, Ltd. v. The Commissioner of Patents, CA 56/99, 17 
December 1999 (N.Z. Ct. App.). 

[FN2071 . Greg Arthur, Swiss-Type Claims Held Valid in New Zealand, information flash available at 
the A.J. Park & Son web site (http:// www.ajpark.co.nz), visited April 23, 2000; See also, CIPA 
Journal, January, 2000. 

[FN2081 . Id. 

[FN2091 . Culbert, supra note 42, at 33. 
[FN210 1. Id. at 32-33. 
[FN211 1. Id. 
[FN2121 . Id. 

[FN213] . Tom Syddall, Swiss-type Use Claims Now Allowed in New Zealand, CIPA Journal, 138, 140 
February, 1997, at 138, 140. 

[FN214] . Swift, supra note 181. 

[FN2151 . Article 52(4) EPC. 

[FN2161 . MPEP, supra note 143, at § 2112.02 

[FN2171 . Patents Act 1990, § 18(1) (Austl.) 

fFN218] . Statute of Monopolies, 21 Jac. 1, ch. 3 (1623), which is derived from British law, states In 
part: 

"... provided also, and be it declared and enacted, that any declaration before-mentioned shall not 
extend to any letters patent and grants of privilege for the term of 14 years or under, hereunder to 
be made, on the sole working or making of any manner of new manufactures within its realm, ... ." 

[FN219] . Patents Act 1952, § 6 (repealed) (Austl.). 

[FN220 ]. Statute of Monopolies, supra note 218. 

£EN221J. See, e.g., Joos v. Commissioner of Patents, 126 CLR 611 (1972) (Austl.). 
[FN222] . Patents Act 1990 § 18(2) (Austl.). 

[FN223] . Ajpaffftrrtlr g MPPl!fS F*V, 1.*^ v n««care Ltd.. 122 ALR 141 (1994) (Lockhart, Wilcox, 
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Sheppard J.) (Austl. Fed. Ct.). 
[FN2241 . Id. 
[EN2251- W. at 142. 
[FN2261 . Id. at 141. 

£EN22ZJ. C & W's Application, 31 RPC 235 (1914) (Austl.). 
[FN2281 . Id. at 236. 
[FN2291 . Id. 
[FN2301 . Id. 

[FN2311 . Re GECs Application, 60 RPC 1 (1942) (Austl.). 
[FN2321 . Id. 

[FN2331 . National Research Development Corp. v. Commissioner of Patents, 102 CLR 252 (1959), 
[1960] ALR 114, [1961] RPC 134 (Full Ct. of the H.Ct, Austl.). 

[FN2341 . Id. at 269. 

IEN2351. Id. at 275. 

rFN2361 . Id. at 270, 275. 

[FN2371 . Joos, supra note 221. 

[FN2381 . Up to this point, no Australian Court expressly acknowledged the existence of an exclusion. 

[FN2391 . David Kell, Expanding the Frontier of Patentability: Methods of Medical Treatment of the 
Human Body, [1995] 4 EI PR 202, at 203. 

[FN2401 - Joos, supra note 221, at 623. 

[FN241] , Id. 

[FN2421 . Id. at 618. 

[FN243 1. Kell. supra note 239, at 203. 

[FN244] . Australian Industrial Property Organization, Patent Office, Manual of Practice and Procedure, 
Vol. 2 § 8.1.14.4 (1994). 

[FN245] , Up to that point, there was still no express exclusion in statute or case law. 

[FN246] , Wellcome, supra note 188. 

[FN247]. Anaesthetic Supplies, supra note 223, at 153. 



FN248] . Id. 



FN249]. Id. 



FN250], Id. 
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[FN2511 . Id. 

[EN2521- W. 
[FN2531 . Id. at 154. 
[FN2541. Id. 

[FN2551. Kell, supra note 239, at 204. 

[FN2561 . Anaesthetic Supplies, supra note 223, at 170. 

[FN25.7]. See, e.g., Loughlan, supra note 17, and Kell, supra note 239. 

[FN2581 . See, e.g., Kell, supra note 239, Loughlan, supra note 17, and Culbert, supra note 42; see 
also Section III, supra. 

[FN2591 . Australian Industrial Property Organization, Patent Office, Manual of Practice and Procedure, 
at § 8.5.2 (1994). 

[FN2601 . Indeed, the court held the patent invalid, thereby finding no infringement. Nonetheless, all 
three justices addressed the issue of whether methods of treatment of humans were patentable 
despite the fact that any findings from such an investigation would have no hearing on the case under 
consideration. 

[FN2611 . Bristol-Myers Squibb Co. v. F.H. Faulding & Co. Ltd., No. VG 109 of 1995, 22 July 1998 
(Austl. Fed. Q.) (unpublished, but available at the Phillips, Ormonde & Fitzpatrick web site 
(http://www.pof.com.au), visited April 23, 2000). 

[FN2621 . Id. at page 6 of the decision. 

[FN2631 . Id. at 30. 

[FN2641 . Id. at 24, 25. 

I£B2£51. Id. at 21. 

[FN2661 . See pg. 36 supra for a portion of this text. 
[FN267J . Bristol-Myers, supra note 261, at 24. 
[FN268], Id. at 25. 
[FN2691 . Id. at 25. 

[FN2701 . Wellcome, supra note 185, at 388. 
[FN271 ]. Bristol-Myers, supra note 261, at 21. 
[FN2721 . Id. at 30. 

[FN273] . Traditionally, Swiss-type claims were rejected for lack of clarity. See Phillips, Ormonde & 
Fitzpatrick Australian Update, Nov., 1998; available online at: http://www.pof.com.au. 

[FN274] . Patents Act § 39(1) (1995) (Can.) 

[FN275] , Tennessee Eastman Co. v. Commissioner of Patents, 8 C.P.R. (2d) 202 (1972) (S.C.C., 
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Can.). 

[FN2Z6J. W. 

£042273. Re Application of Ackerman, 105 C.P.O.R. 14-xviil (1977) (Can.). 

JTN2ZS]. Re Application of Revici, 71 C.P.R. (2d) 285 (1981) (Can. Comm'r Pat.). 

£EM2Z9J. Imperial Chemical Ltd. v. Commissioner of Patents, 9 C.P.R. (3d) 289 (FCA) (1986) (Can. 
Fed. a.). 

IH428JQ1. Re Application for patent of Goldenberg, 22 C.P.R. 159 (1988) (Can. Comm'r Pat.). 
[FN2811- Visx, Inc. v. Nidek Co., 72 C.P.R. (3d) 19 (1996) (Can.). 

[FN2 821 . Stephen B. Garland, Methods of Medical Treatment Revisited, Patent World, August, 1997, 
at 7, 8. 

rFN2831 . Article 25 of the Patents Act 1977 (S. Afr.) states as follows: 

A patent may, subject to the provisions of this section, be granted for any new invention which 
involves an inventive step and which is capable of being used or applied in trade or industry or 
agriculture. 

f9) In the case of an invention consisting of a substance or composition for use In a method of 
treatment of the human or animal body by surgery or therapy or of diagnosis practiced on the human 
or animal body, the fact that the substance or composition forms part of the state of the art 
immediately before the priority date of any claim to the Invention shall not prevent a patent being 
granted for the invention If the use of the substance or composition in any such method does not 
form Dart of the state of the art at that date. 

an An invention of a method of treatment of the human or animal body by surgery or therapy or of 
diagnosis practiced on the human or animal body shall be deemed not to be capable of being used or 
applied in trade or Industry or agriculture. 

ri2) Subsection (11) shall not prevent a product consisting of a substance or composition being 
deemed to be capable of being used or applied In trade or industry or agriculture merely because It is 
invented for use in any such method. 

r fn 2841. Applications are examined only to the extent of basic formalities, but not content. It is the 
ip^iicant's responsibility to ensure the proper scope of the invention is defined. If a patent s scope is 
too broad, it will invalidate the patent during litigation and damages may be sought against a party 
that knowingly tries to enforce an unenforceable patent. 

[FN2851. Patent Cooperation Treaty (PCT), (Washington, 1970). 

[FN2861 . North American Free Trade Agreement, Dec. 17, 1992, art. 1709, at 3(a), 32 I.L.M. 605, 
670-81. 

FFN2871 Agreement On Trade-Related Aspects Of Intellectual Property Rights, Including Trade In 
Counterfeit Goods, Final Act Embodying The Results Of The Uruguay Round Of Multilateral Trade 
Negotiations, Apr. 15, 1994, art. 27, at 3(a), 33 I.L.M. 1, 83-111. 

TFN2881 However, see Robert M. Portman, L egislative Restriction on Medical and Surgical Procedure 
P^TRe move s I mpedime nt to .MMicaLPro^ss^AlLJtelL InMl^o^^lOXUX^m for an 
article expressing the opposite view. 

[FN2891- Article 52(4) EPC. 

[FN2901 . Indeed, medical instruments seem to be patentable world-wide. 
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[£N29_1J. Patents Act 1990, Sections 133-135 (Austl.); see also, Patents Act 1953 § 51 (N.Z.), 
Patents Act § 39(4) (Can.). 

[EN292]. Moufang, supra note 10, at 48; support for compulsory licenses may be found in Section 24, 
Patent Act (F.R.G.). 

FFN2931 . Plant Variety Protection Act, 7 U,S,C, 5 2404(1994) (U.S.). 
££^2241. Clean Air Act, 4? 1 r 5 7608 (1994) (U.S.). 
tENiaSJ. y U,g-^- S 1498(1994) (U.S.). 

rF N2961. Steven L. Nichols, H'r P""-*-- the Patent-holder; the Unenforceability of Medical Procedure 
Payrnf, ? Ma son L. Rev. ?27. 2$0 (1997). 

[FN2971 . Id. Citing, Pl""f v. Putnam. 71 A. 188, at 189 (Vt, 1908) 
[FN2981 . Katopis, supra note 175, at 359. 

[EM2221. For an extensive discussion regarding prior user rights, see Katopis, supra note 175, at 361. 
[FN3001 . Id. at 365. 

[FN3Q11 . Gocyk-Farber, supra note 39, at 1558. 
[FN3021 . Id. 
[FN3Q31 . Id. at 1559. 

[FN3041 . Anaesthetic Supplies, supra note 223, at 142. 

rFN^nsi See e a Eli Lilly & Company's Application, [1975] RPC 438, 445 (Austl, Pat. Off.) ("the 
ESSfor such i an exclusion appear to us to be based in ethics rather than logic."); Anaesthetic 
STi^^n^^, ^lS P (-Tha decisions of the English courts base their conclusion that 
methods' o tZZg the human body are to be excluded from patentability on a variety of grounds, 
XarUy grounds of ethics rather than logic, and they are not the subject of any ful y developed 
reaToned considerations."); Moufang, supra note 10, at 33; Thums, supra note 1, at 426. 
END OF DOCUMENT 

(C) 2005 Thomson/West. No Claim to Orig. U.S. Govt. Works. 
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18. A method of treating morning stiffness, loss of grip strength, painful joints, or 
swollen joints in a rheumatoid arthritis patient suffering from morning stiffness, loss of grip 
strength, painful joints, or swollen joints, consisting of 

identifying that a patient suffers from morning stiffness, loss of grip strength, painful joints, or 
swollen joints and 

administering to the patient that suffers from morning stiffness, loss of grip strength, painful 
joints, or swollen joints a morning stiffness, loss of grip strength, painful joints, or 
swollen joints an effective amount of erythropoietin over a treatment period; 

identifying that said patient that suffers from morning stiffness, loss of grip strength, painful 

joints, or swollen joints, has, after said treatment period in comparison to before said 
treatment period, a lower level of morning stiffness, loss of grip strength, painful joints, 
or swollen joints. 

20. A method of ameliorating an erythrocyte sedimentation rate or C-reactive protein 
level in a rheumatoid arthritis patient in need of such amelioration, consisting of 
identifying that a patient is in need of such amelioration; 

administering to the patient an erythrocyte sedimentation rate or C-reactive protein level activity 

ameliorating effective amount of erythropoietin over a period; and 
identifying that the erythrocyte sedimentation rate or C-reactive protein level in said patient has 

been ameliorated. 

23. The method of claim 18, wherein the erythropoietin is human erythropoietin. 



24. 



The method of claim 18, wherein the erythropoietin is of recombinant origin. 



25. The method of claim 20, wherein the erythropoietin is human erythropoietin. 

26. The method of claim 20, wherein the erythropoietin is of recombinant origin. 
3 1 . The method of claim 20, wherein the period comprises 6 weeks of treatment. 

34. The method of claim 1 8 wherein the treatment period is at least 3 weeks. 

35. The method of claim 20 wherein the treatment period is at least 3 weeks. 

36. The method of claim 18, wherein the treatment period comprises 6 weeks of 
treatment. 



